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FOREWORD 


Reform: A common word, a potent concept. A wave which transforms 
societies, economies, and health sectors. This surge is driving profound 
reorganizations throughout Latin America and the Caribbean and, indeed, 
throughout the world. Countries are awash with new political freedoms, 
liberalized markets, and hopes of sustainable economic growth. But the stains 
of inequity, poverty, and ill-health have not yet been taken out to sea, and if left 
unattended their own swell threatens to blot the benefits of reform. The challenge 
of the current transformations are to address both social and economic concerns 
so as to as to achieve comprehensive development. 


Do health sectors have a reactive or proactive role? What constitutes 
health sector reform? Why are pharmaceuticals important? Which are the 
dimensions of pharmaceutical reform? What can be done to ensure that reforms 
of health and pharmaceutical sectors lead to progress and not just change? 


This document examines these issues through an analysis of several topics 
relevant to pharmaceutical and health sector reform and to the current 
economic transformations. The first chapter serves as an introduction and 
provides a review of recent socioeconomic trends in the Latin American and 
the Caribbean region. It also proposes a definition and a framework for health 
and pharmaceutical reform which are used as a foundation for the subsequent 
discussions. Each chapter may be treated as a self-contained unit with specific 
conclusions and recommendations provided at the end. But when viewed 
together these units provide a broad view of the economic issues pertaining to 
the pharmaceutical sector and its reform. 


By means of this document, the World Health Organization through its Action 
Programme on Essential Drugs (DAP) and the Pan American Health Organization 
(PAHO) through the Program on Essential Drugs and Technology of the Division 
of Health System and Services Development, seek to provide policy makers In 
health and finance with information which will assist them, in accordance with 
the objectives specified in their national health policies, to evaluate and act on 
issues Central to the pharmaceutical sector in the context of health sector reform. 
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EXECUTIVE SUMMARY 


CONTEXT 


Dramatic transformation is frequently complex and arduous. The changes 
to health systems and economies in countries throughout Latin America and 
the Caribbean make no exception to this dictum. Caught in the crux of these 
changes is the pharmaceutical sector. Health and pharmaceutical needs 
continue to mount due to increasing populations, an overlap of the illnesses of 
development with noncommunicable illnesses associated with industrialized 
societies, the emergence of new diseases, and the continuing pace of technical 
innovation. The achievement of equitable financing and service provision in 
health and pharmaceutical sectors is a goal which generally still eludes success. 
Improvement of the quality of service provision is a continual effort which requires 
the reassessment of structures and methodologies as well as human resource 
training. 


Meanwhile, trade and price liberalization policies are being implemented 
which are intended to revitalize economies but which are also frequently 
associated with higher pharmaceutical expenses, particularly in the short run. 
Increases in drug prices are not immediately accompanied by corresponding 
rises in employment and in wages. Since in most countries of Latin America and 
the Caribbean, the majority of pharmaceuticals are paid for directly out-of- 
pocket, this situation translates into a general reduction in the financial access 
to drugs. Very unfortunately, these adverse conditions usually affect the poor in 
a disproportionate manner, thereby further aggravating the already existing 
imbalances in society. Public health budgets, also faced with increasing drug 
prices and fiscal constraints, are increasingly challenged to address the growing 
gap in financial access to drugs while simultaneously improving drug distribution 
mechanisms and addressing quality issues. 

It is in response to these multiple pressures that health and pharmaceutical 


sector reform have been proposed and elaborated. While formulation of these 
should take into account concurrent macroeconomic changes, health sector 
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reform should not be placed on a second tier to macroeconomic reform. Nor 
should health sector reform be relinquished exclusively to market mechanisms. 
The new wave of interest in the role of the private sector and markets can be 
useful in revitalizing and reshaping health sectors, but the responsibility for the 
development of policy and ultimately, for ensuring adequate access to quality 
health systems, lies with the state. 


Optimal health sector reform should adhere to a fundamental principle: 
Access to quality health services is a right of all individuals. From this principle, 
three objectives can be identified: 


> universality and equity in access; 
> quality; and 
> efficiency. 


Optimal health sector reform should also be comprehensive; that is, it should 
recognize the complex links between interdependent areas. It follows that 
pharmaceutical sector reform should be addressed within the context of larger 
health sector reform, not as a separate agenda. 


The essential drugs concept, advocated by the World Health Organization 
through its Action Programme on Essential Drugs and the Pan American Health 
Organization, stresses availability, affordability, quality, and rational use of drugs 
leading to equity and efficiency in pharmaceutical systems. This concept, 
although originally proposed nearly twenty years ago, remains entirely valid 
within the current transitions and should be viewed as an important component 
of optimal health sector reform. 


CHANGING PUBLIC AND Private ROLES 


Fundamental to the reform debate are the roles of the public and private 
sectors. Proposals and agendas for change have been marked with a 
renaissance of market-driven ideologies. The realization that efforts must be 
made to rationally allocate resources and that economic forces can be used to 
achieve reform objectives is both positive and necessary. While the private 
sector may be able to offer much, it should be recognized that health care is 
not a commodity. There exist significant market imperfections, externalities, 
and social objectives such as equity which require the involvement of the state 
if health objectives are to be achieved. Essential state functions in the 
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pharmaceutical sector are: policy development: regulation to ensure drug safety 
efficacy, and quality; the creation and enforcement of professional standards: 
the assurance of access to drugs; and the Promotion of rational drug use. 


Also frequently mentioned in reform agendas is decentralization, or the 
devolution of activities and responsibilities of the central government to lower 
levels. As with privatization, there can be benefits associated with these 
measures, but care should be taken to ensure that these make sense and are 
not part of a conditioned response to the call for reform. in general, those 
activities which benefit from standard infrastructure and economies of scale 
should remain centralized, while those which can be bettered by responding to 
the needs of the local population should be decentralized. For pharmaceuticals, 
there are certain essential functions such as the development of a national 
drug policy, drug registration, and standards for quality control, which must 
remain with the central government. 


FINANCING ALTERNATIVES 


Re-evaluation of financing has a key role within health sector reform. A 
multitude of possibilities exist and can involve shifting the sources of financing, 
adjusting the mix between individual and collective (risk/cost redistribution) 
mechanisms, adopting new payment mechanisms, and creating new links to 
health service delivery. Both public and private sectors can be involved and a 
plurality of systems can co-exist. But financing choices will affect overall equity, 
efficiency, and quality of service provision in health systems. As such, certain 
precepts should be respected to ensure that these changes constitute part of 
an optimal reform: 


> Itis the responsibility of the state to develop a financing strategy and 
structure which will ensure that public health objectives are met. 


» Financing mechanisms for pharmaceuticals should not be divorced 
from general health financing mechanisms. 


> Finance reform should be comprehensive and should re-evaluate the 
coverage of all socioeconomic groups within a country. 


» Individual or household contributions to health should be proportional 
to the ability to pay, but service provision should be based on need. 
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Keeping these precepts in mind, a more detailed review of some selected 
financing options leads to the following inferences: 


» Public financing of drugs, at some level and in some form, is required 
to ensure optimal consumption of drugs which have a high degree of 
public benefit and to subsidize essential drugs for the poor. 


Universal and comprehensive health insurance (covering certain 
essential drugs) can be very advantageous in terms of improving access 
and equity while stimulating market demand for essential drugs. 
Nonetheless, these mechanisms may not be possible to implement in 
certain countries in the short-term. In these cases, serious consideration 
should be given to community-based insurance schemes. 


WV 


>» User charges are not a panacea for the budgetary problems faced in 
the public sector and do not constitute, in the context in which they - 
are implemented in many developing countries, ideal finance reform. 
They can, however, prove to be useful transitional measures leading 
to more comprehensive and equitable financing modalities. 


» Care must be taken to ensure that external sources of financing are 
fully compatible with national health sector objectives and that they 
are not viewed as impositions, but rather as aids in reform processes. 
Middle income countries, in particular, need to focus on developing 
sustainable financing mechanisms. Hence, any external assistance 
which is used should support this endeavor. 


PRICING POLICIES 


Pharmaceutical markets, due to their imperfections, do not generally exhibit 
Prices which are optimal in an economic sense, and cannot ensure that these 
prices are affordable to all. To achieve health objectives, government action is 
warranted either in the form of price control or in the regulation of markets and 
the promotion of price competition. Controls have several notable drawbacks 
—both in terms of economic impact and effective, fair implementation. In 
view of these problems, within the context of the macroeconomic reforms in 
Latin America and the Caribbean, these control measures are rapidly 


disappearing. But issues surrounding drug affordability and cost-containment 
remain. 
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Because of these concerns and given the large proportion of drug 
expenditures which are financed out-of-pocket within countries in the region, 
some governments may find that price control measures can be beneficial fora 
period of time to ensure financial access to drugs. Consequently, state 
intervention in pricing should not automatically be eliminated as an option 
within health sector reform, but this option should also not be readily adopted 
or renewed without careful consideration of alternative measures, such as 
generics strategies, which may be able to more effectively achieve the same 
goals while supporting competitive markets. If state price intervention is chosen, 
a focus on limited controls (specific drugs, regulated freedom) which can be 
successfully implemented should be preferred to comprehensive, but unrealistic 
measures. 


GENERICS STRATEGIES 


Generics strategies are based on two main features: The widespread use 
of generic names and the availability of a selection of pharmaceutically 
equivalent products which can be readily identified as substitutes for each other 
and can compete based on price. When implemented in both the public and 
private sectors, these strategies can result in lower pharmaceutical prices and 
expenditures as well as more competitive markets. A generics strategy improves 
access to essential drugs and is also fully compatible with measures which 
promote the rational use of medicines. Key to the success of these strategies is 
a realization that they are processes which require long-term commitment; they 
are not just a set legal mandates. Also fundamental to their successful 
implementation is the assurance that all pharmaceutical products are of good 
quality, and the creation and awareness of economic incentives benefiting 
concerned parties —producers, distributors, prescribers, and consumers. 


RATIONAL DRUG USE 


Within health sector reform, the reasons for incorporating activities which 
promote rational drug use involve both ethics and economics. It Is important 
that each individual receive the best possible treatment, but it is also vital for 
society to maximize health benefits vis-a-vis expenditures. The costs to society of 
inappropriate drug use are significant and may well exceed overall 
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pharmaceutical expenditures. Efforts to improve rational drug use must cover 
both public and private sectors and can include educational, managerial, and 
regulatory strategies. Further studies in determining which interventions or 
combinations of interventions for promoting the appropriate use of drugs are 
the most cost-effective are urgently required. 


Overzealous and inappropriate pharmaceutical marketing practices can 
result in irrational drug use and subsequent health and cost-burdens. An 
enforceable policy which establishes clear and effective limits on promotional 
activities is synergistic with a generics strategy and together they can achieve a 
reduction in irrational drug use while supporting competitive markets. 


CONCLUSION 


The reform of health and pharmaceutical sectors has several facets and 
can follow many directions. Each country must shape its reform in accordance 
to its priorities and in consideration of its social and economic conditions. A 
number of managerial and financial tools can be used to improve both the 
outputs and efficiency of the pharmaceutical sector. But pharmaceutical reform, 
if it is to lead to progress and not just contribute to a sea of change, must be 
incorporated within health sector reform and should seek to ensure that all 
individuals be able to access essential drugs and quality health services. 
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THE New Socioeconomic 
= ENVIRONMENT AND 
—— HEALTH Sector REFORM 


1 ESSENTIAL DrRucs IN CONTEXT: 


1. | SOcCIOECONOMIC DEVELOPMENT 


l./.1 SITUATION ANALYSIS 


The road towards debt reduction, restricted government spending, 
privatization, market liberalization, globalization, and democracy has been one 
which many Latin American countries have traveled for several years. And 
although much progress has been made, economic and social changes have 
been brutal. Regional GDP per capita dropped 9.6% from 198 to 1990 while 
consumer prices increased dramatically due to uncontrolled infiation [1]. The 
percent of the population of the region living in poverty had been steadily 
declining until 1980, but it increased throughout the following fen years. Although 
the severity of the economic crisis varied from country to country, the region as 
a whole experienced very difficult years which have come to be referred to by 
many as “the lost decade” for development. 


The economic stabilization and adjustment programs of the 1980s were 
criticized for damaging the social welfare of the population, particularly the 
indigent. in 1987, UNICEF suggested that while economic adjustments were 
necessary their implementation should be changed to a more gradual approach 
‘which incorporated measures to safeguard the more vuinerabie portions of the 
population. This approach became known as “adjustment with a human face.” 


The 1990s, with its continuing structural adjustments, have brought partial 
stabilization to the macroeconomic situation. But at the household level, the 
pain continues despite efforts to “humanize” reforms. Unemployment is increasing 
while real wages for those who are employed continue to decrease [2]. 

in 1991, the population of Latin America and the Caribbean (LAC) was 423 
million and it is estimated that this will grow to 533 million by the year 2000. 
Approximately one-third of this population lives in poverty and has no access to 
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regular health care [3]. Urbanization is a continuing trend, with 100 cities in the 
region expected to exceed populations of one million by the end of the century 
[4]. Latin America has the notorious distinction of leading the world in both the 
degree of income inequality and violence. These are urgent social problems 


which require addressing. 


1.1.2 SOCIAL AND ECONOMIC DEVELOPMENT 


The growing role of markets in reforming and strengthening economies 
can be accompanied by a belief that markets provide optimal answers to alll 
issues of resource allocation. Or in other words, that markets through their 
“invisible hands,” and not governments, should determine the allocation of 
resources for health and other social areas and that these allocations will 
necessarily be in the best public interest. 


This logic has an undeniable appeal and can be politically convenient. 
The pitfall is that health care is a good with significant social value characterized 
by externalities which are not properly reflected in its market price (as this reflects 
an aggregate of private values). It is not a consumer good, and market failures 
in this area justify government involvement. Health services should be made 
available to all, not just to those whose affluence allows them to participate in 
the market. 


A renewed interest in the role of markets in health financing and provision 
highlights the economic forces and incentives which can be positively used to 
shape health care systems. But a complete market approach to social resource 
allocation will result in inequity because markets cannot address issues of 
redistribution. Even if income and social service distribution were equitable, this 
approach in health would be flawed because markets reflect the aggregate of 
the private wants not the whole of social needs. 


Where social objectives are given a lower priority than economic ones, 
the problems of society risk becoming more pronounced and may eventually 
undermine the legitimacy and the very sustainability of political and economic 
systems. Although governments are not without their own failings, it is in the 
political forum where issues such as equity can be addressed. Policy should be 
formulated and measures for achieving objectives (which may involve markets) 
determined through the “visible hand" of government. In the end, market 
approaches can bring benefits, but alone are insufficient to guarantee social 
development for all, and they do not liberate governments from their obligation 
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to strive for the social well-being of the people they represent. Ensuring adequate 
access to quality health systems remains the responsibility of the state. 


|.2 REFORM OF HEALTH Systems 


/.2.1/ STIMULI FOR REFORM 


The health demands of the region are increasing due to population growth, 
disease patterns which reflect both the illnesses of underdevelopment and those 
of industrialization, the appearance of new diseases such as AIDS, and the 
emergence of new technologies. Meanwhile, in several countries efforts to 
reduce debt and stabilize economies have constricted government spending 
and limited the availability of public funding for health. Additionally, those 
individuals and families who most need basic health services may be increasingly 
unable to contribute from their private resources towards meeting these needs. 


These harsh economic realities have propelled a wave of reform in health 
systems. It is unfortunate that, to a great extent, the stimulus for change in 
health has been macroeconomic in nature as this presents a very real risk that 
financial and economic interventions, such as cost containment and the 
introduction of market mechanisms, will become the goals of health reform 
rather than its tools. 


Nonetheless, it is possible, and indeed imperative, for ministries of health 
to use the momentum for change which has been generated, and focus this on 
developing mechanisms, involving both public and private sectors, which will 
better and more efficiently meet health and social needs. 


/,2.2 DEFINITION OF HEALTH SECTOR REFORM 


@ Underlying Principle 


Many of the measures adopted during the reform of health systems are 
widely known (e.g., shifting the public-private mix in financing and provision, 
developing new financing instruments, decentralizing, adopting priority-setting 
mechanisms). But to characterize reform only by its activities is to obscure its 
true nature and purpose because similar means can be used to reach diverse 
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ends. The difference lies with the overall design and implementation of the 
reform and this is centered on its primary objectives. 


Health sector reform and economics are inescapable partners but an 
optimal reform is not one where macroeconomic objectives predominate. 
Instead it involves a comprehensive set of changes formulated to take into 
account the macroeconomic environment of a country but adhering always 
to a fundamental principle: Access fo quality health services is a right of all 
individuals. 


The responsibility for ensuring that this principle is adhered to lies with 
governments regardless of the mix of public and private responsibilities in delivery 
and financing. 


# Objectives 


From this principle, three objectives of reform can be identifiea: 


Universality and equity in access 

This does not imply that health services must be provided free of charge to 
all by the government, nor that all individuals should receive equal attention. 
Rather it requires that the choice of mechanisms for financing and delivery allow 
all individuals access and that there be fairness in the distribution of health 
which requires focusing services on those who most need them. 


Quality 
This incorporates the effectiveness of treatments as well as patient 
satisfaction and requires evaluations of health interventions and services. 


Efficiency 


Costs due to waste in allocation, management, and provision are 
minimized. 


Achievement of health sector objectives is difficult for many reasons, not 
the least of which is that conflicts may exist among these. The nature of reform 
measures and of health systems will vary from country to country, in part due to 
different needs and to the extent to which different societies place different 
relative values on these objectives. Given the severe social inequities in Latin 
American societies as well as the current economic constraints, efforts to improve 


equity in health care distribution and overall efficiency appear to be particularly 
necessary. 
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@¢ Features 


Health systems are frequently undergoing change, but not all change is 
reform. The steady improvements of existing systems and remedies targeted at 
discrete areas are both desirable and necessary, but they do not constitute a 
true reform process. 


Reform is dramatic. Characterized by discontinuity with past ways of 


thinking, planning, and functioning, it seeks to reformulate systems through a 
mixture of the creative and the pragmatic. 


In addition, reform is comprehensive, because it recognizes that health 
sectors are not composed of separate subcomponents but of complex 
interdependent systems. Changes of a certain nature and scale to one part 
necessarily affect the others, and therefore dramatic improvements cannot be 
achieved without examining the sector as a whole. It is for this reason that 
changes to health systems which focus exclusively on specific issues (e.g. 
improving the services rendered to the poor) without first examining the overall 
rationality of the larger health systems cannot be labeled as reform. From this it 
follows that the reform of pharmaceutical systems and of health systems should 
be integrated. 


Finally, for reform to be successful, it must not only achieve its objectives 
but if must do so in a susfainable fashion. 


Enabling Reguirements 
Reform measures cannot be appropriately formulated and implemented 
without certain enabling requirements such as: 


ry social solidarity 

~ social participation 

- adequate financing 

~ cost-effective resource utilization 
~ transparent processes 

> diversity of options and choice 


> appropriate regulation and control. 
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@ Process 


Health sector reform is more than just the issues it encompasses. It is just as 
much a process. An understanding of this process—from proposal development, 
to consensus, to implementation—can be critical to comprehending why some 
efforts succeed while others fail. The interactions of interested parties (i.e. ministries 
within the government, health providers, patients, professional associations, 
health worker unions, pharmaceutical manufacturers, consumer groups, donors 
and development banks), and the forces which succeed in driving reform within 
the political arena merit further study. 


1.2.32 ONGOING CHALLENGE 


Reform of health systems was probably first proposed as a formal concept . 
in late 1980s. Since then, the Pan American Health Organization and the World 
Health Organization, the World Bank, and others have been involved in helping 
countries formulate and implement strategies in this area ([5], [6]. [7]. [8]). 


Many countries have experimented with changes to their health systems, 
but these changes sometimes have fallen short of true reform. In some cases, 
changes may have never been designed with a primary focus on health 
objectives, while others may have failed to address the health sector in a 
comprehensive fashion. Additionally, even if formulated as an optimal reform, 
success is not guaranteed since some efforts have encountered difficulties in 
acceptance and implementation and sufficient time has not elapsed to properly 
evaluate the sustainability of others. In fact, to date, in the Americas, despite a 
wide number of initiatives, there exist very few examples of reform processes 
which have succeeded in demonstrating sustainable improvement in all three 
main objectives—equitable access, quality, and efficiency. This remains a 
fundamental challenge. 


1.3 PHARMACEUTICALS AND REFORM 


!.3.1 PHARMACEUTICALS AND HEALTH 
In 1990, in Latin America and the Caribbean, the per capita health 


expenditure was 162 $US [9] while the per capita pharmaceutical consumption 
for the region was 29 $US (calculated from [10] and [11]). Both these figures 
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represent population-weighted means. Within the public sector, ina sample of 


17 LAC countries, drugs and supplies constituted about 19% of recurrent 
expenditures (with a range from 6.8% to 37.8%) [9]. 


Pharmaceuticals are much more critical to the health sector than what 
would one expect given their share in overall health expenses. Drugs frequently 
form part of the first intervention to respond to illness. Because many of these 
products are imports, their prices can rise rapidly in times of economic adjustment 
and currency devaluation and this results in reduced affordability and reduced 
access fo health. Furthermore, within the public sector, nonpersonne! 
expenditures, such as those for medicines, are often the first to suffer during 
fiscal restrictions. But pharmaceuticals are fundamental in the treatment of many 
illnesses, and therefore, a lack of drugs can paralyze health systems. In addition, 
it should be recognized that beyond their therapeutic Utility, drugs are tangible 
elements in what is primarily a service sector. Consequently, the availability of 
drugs often serves as an indicator to measure the effectiveness and equity of 
health systems. 


The goals of pharmaceutical reform are the same as those of health sector 
reform into which it should be incorporated: equity and access, quality, and 
efficiency. Because the financing and provision of pharmaceutical services 
often differs from that of other health services, certain problems such as inequity, 
may be more severe within the pharmaceutical sector than within the other 
areas. But the equity of the overall health sector can be no greater than the 
equity of its “weakest” components, therefore a reduced access to 
pharmaceuticals, translates into a reduced access to health in general. 


Consequently many issues pertinent to larger health sector reform may be 
even more pertinent to pharmaceutical reform. Examples of these include 
financing choices and the pubiic-private mix. There exist in addition, other topics 
which are more specific to drugs, and these include registration and quality 

control, pricing mechanisms, generics strategies, and rational drug use. 


/.3.2 GLOBAL AND REGIONAL ISSUES 


The domestic nature of pharmaceutical reform areas is clear, but it is 
important to highlight that several of them also are of consequence in o larger 
sense as well. 

The pharmaceutical sector differs from much of the rest of the health sector 
in that it involves not just a set of services but also involves goods which are 
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traded internationally. Consequently, regional and global trade matters 
pertaining to pharmaceuticals will necessarily impact domestic situations 
particularly regarding production, regulation, and pricing and vice versa. In 
view of the current economic reforms occurring which promote and facilitate 
international trade, these themes take on a special significance. 


One important change on a global scale involves patent regulation. The 
Agreement on Trade Related Aspects of Intellectual Property Rights (TRIPS) which 
formed part of the 1994 General Agreement on Tariffs and Trade (GATT) requires 
that member countries establish a minimum of 20 years’ patent protection 
although developing and least developed countries are allowed additional 
years to comply. This affects the immediate nature and scale of national drug 
production as well as the development of research and industrial capabilities in 
countries. In addition, pricing issues for products with limited or no competition | 
can become a concern. 


Another issue revolves around the relaxation of trade barriers and the 
renunciation of import substitution policies. These policies resulted in the growth 
of national pharmaceutical industries in some countries (notably, Argentina, 
Brazil, and Mexico, which developed the capacity to produce both finished 
products and intermediates), but these industries mainly served domestic markets. 
Efforts to liberalize markets are meant to promote greater economic efficiency, 
stimulate the modernization of existing industries, and expand markets through 
greater trade opportunities. The success of this approach requires appropriate 
regulation particularly relating to product safety and quality. 


Therefore, the harmonization of pharmaceutical regulation has been 
initiated in conjunction with the creation of regional free trade zones. 
Harmonization can yield gains to consumers, private enterprises, and 
governments. For example, consumers gain from more rapid access to newer 
products, enhanced competition, and more reliable quality. The private sector 
gains from expanded market potential and less time lost gaining regulatory 
approval. National regulatory agencies are able to benefit from the work of 


other agencies and streamline their own efforts, while better ensuring the quality 
and safety of products. 


The experience of the European Union has shown that the harmonization 
process can be long andiinvolves significant debate among a number of parties 
[12]. Agreements on drug testing and quality control are frequently easiest to 
achieve, whereas the harmonization of registration and licensing procedures 


and of drug price levels (where government controls remain in place) tends to 
be more difficult. 
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In Latin America, three main free trade zones are developing: 


~ MERCOSUR (or Mercado Comin del Sur): Argentina, Brazil, Paraguay 
and Uruguay; | 


~ Central America: Costa Rica, EI Salvador, Guatemala, Panama 
Honduras, and Nicaragua 


» Andean Area: Bolivia, Colombia, Ecuador, Peru, Venezuela, and Chile. 


All three regions have included discussions on Good Manufacturing Practices 
(GMP) and registration requirements, but the progress to date has varied among 
them. MERCOSUR possesses the firmest structural foundations of the three and 
has made the most progress particularly in GMP regulations. The Central 
American initiatives have been hampered by a lack of legal and administrative 
structures needed to ensure that the agreements reached by its technical groups 
are uniformly adopted and implemented within its countries. The Andean area 
has attempted to develop a common pharmaceutical market since the 1970s, 
but this has still failed to become a reality. Nonetheless, progress has been 
made in developing essential structures to facilitate harmonization and technical 
groups have been formed for three areas: drug registration, GMP inspection, 
and quality control. More detailed information concerning harmonization efforts 
by these three groups is provided by PAHO [13]. 


These efforts, although incomplete, have been successful in forcing 
governments to examine and rationalize their existing regulations. But the drive 
to create more harmonious, free markets also poses challenges. The time frame 
required to reach agreements is often underestimated. The role of appropriate 
regulations in ensuring the proper functioning of markets is also frequently 
misunderstood, with the consequence that regulations are viewed as trade 
barriers to be removed. In addition, ministries of health may not be adequately 
involved in the economic liberalization processes and may be unable to protect 
national health priorities or may be ill-equipped to implement the decisions 
which are taken. Finally, false expectations relating to the degree and nature 
of the benefits of enhanced trade can also exist. 

Harmonization leading to improved conditions for trade is generally a 
positive trend, but an understanding is required that these are long-term efforts 
which must not lose sight of national health priorities. 
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/.3.3 REFORM AND THE ESSENTIAL DRUGS CONCEPT 


The essential drugs concept (EDC), advocated by the World Health 
Organization (WHO) through its Action Programme on Essential Drugs (DAP) 
and the Pan American Health Organization (PAHO), is a measure for change 
which was introduced in the late 1970s and early 1980s, well before the current 
notions of health sector reform were formulated. Created as a response to the 
needs of the pharmaceutical and health sectors, its focus is on ameliorating 
access, equity and quality, but it also improves the efficiency of health systems 
by increasing efficacy and reducing unnecessary expenditures. EDC is not a 
static concept. It is evidence-based and also seeks to take into account new 
knowledge of drugs and treatments as well as improved methodologies in 
training and logistical support. 


The value of this concept is not limited to primary health care facilities — 
within the public sector. When appropriately adapted, it is useful in a wide 
range of situations including large insurance schemes and the private sector. 


The policy consists of several elements such as the: 


» selection of pharmaceutical products based on national health 
___ Priorities and proven therapeutic effectiveness: 


» rationalization of supply mechanisms including the quantification of 
needs and appropriate purchasing mechanisms; 


> quality control; 


Vv 


adequate and appropriate financing; 
» rational drug use; and, 
» education and training. 


The concepts underlying EDC—availability, affordability, quality, and rational 
use of drugs leading to equity and efficiency in pharmaceutical systems—remain 
entirely valid in the current reform context. In fact, the essential drugs concept 
incorporated within a drug policy should be viewed as an important component 
of optimal reform as is illustrated in Table 1. 


Additionally, the implementation of the essential drugs concept over many 
years has yielded valuable lessons which may be of use in developing and 
implementing other health sector reform proposals. Previous PAHO and WHO 
documents ([14],[15]) have developed the fundamental concepts regarding 
the incorporation of EDC in health sector reform processes. The significance of 
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the essential drugs concept has been confirmed in Latin America and the 
Caribbean through several national initiatives and through the Drug Policy of 
the Andean Subregion [16]. Today, EDC, in its objectives, features, and 


applicability continues to be a valid tool in developing optimal pharmaceutical 
and health systems. 


Table 1: Health Sector Reform and Drug Policy 


Enabling 
Requirements 


Characteristics of 
Health Sector Reform 
(examples) 


Characteristics of 
Pharmaceutical Policy 
(examples) 


Objective 


* Solidarity 

¢ Social participation 

* Adequate 
financing 

* Cost effectiveness 


Universal 
Access and 
Equity 


* Establishing viable 
social rights 


° Accessibility: 
Essential drugs list 


Social Effi- 
ciency and 
Rational Use 


* Transparency 
* Choice and 
competition 


° Efficient organization 
of services: 

© allocative 

* administrative 

* technical 


* Use of generic names 
* Therapeutic formularies 


* Control and * Governmental 


Quality and ¢ Vigilance: 


Efficacy regulation control ° products 
¢ Citizens’ control * services 
* epidemiological 


situation 


|.4 RECOMMENDATIONS AND CONCLUSIONS 


SOCIOECONOMIC DEVELOPMENT 


> Theinequities ineducation, health, and income visible in Latin American 
countries must be addressed if the region is to achieve sustainable 
social and economic progress. 

» The human and social aspects of development remain Ue 
and should not be relegated to positions of secondary importance In 
the zeal to improve economic systems. 


Governments should not relinquish to markets the responsibility of 
ensuring that social objectives are met. 
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The fundamental principle of optimal health sector reform is that access 
to quality health services is a right of all individuals. 


Health sector reform should be focused on improving equity, quality, 
and efficiency in health systems. 


Optimal reform represents a discontinuity with the past, is 
comprehensive in its approach, and leads to the development of 
sustainable systems. 


The enabling requirements of reform include: social solidarity, social 
participation, adequate financing, cost-effective resource utilization, 
transparent processes, a diversity of options and choice, and 
appropriate regulation and control. 


Successful implementation of reform measures involves proposals which 
are technically well designed but also requires an understanding of 
how to drive change through political processes. 


PHARMACEUTICAL SECTOR REFORM 


> 


Equitable access to quality drugs is essential to achieving health sector 
objectives. 


Harmonization of pharmaceutical regulations is a long-term effort which 
can yield many benefits but which must not lose sight of national health 
priorities. 

The essential drugs concept is a component of optimal health sector 
reform, applicable to both public and private sectors, which is focused 
on improving access to affordable, quality drugs and on improving 
the efficiency of pharmaceutical systems. 


The features of EDC are: (1) evidence-based; (2) efficient; (3) flexible: 
and (4) forward looking. 


The fundamental precepts of the essential drugs concept and the 
lessons garnered from past experiences in implementing these strategies 
can be used to drive reform in the pharmaceutical sector which will 
ensure that health objectives are met. 
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2.| REFORM AND CHANGING ROLES 


The issue of public-private roles in a society is one which has been at the 
center of many ideologies, controversies, and events of this century. This debate 
extends beyond establishing the relative importance of individual goals versus 
societal objectives. It also includes decisions affecting production, efficiency, 
and the allocation of resources. Therefore, it is a debate which is as much 
economic in nature as it is political. 


Many recent reform processes have been characterized by devolving 
responsibilities away from governments and enhancing private roles and 
competitive mechanisms within the health sector. Another widely seen reform 
measure which results in changes within the public sector is decentralization. 


Within health, some of these changes may have been undertaken as part 
of an ideological drive stemming from a belief that what is appropriate in some 
sectors must be appropriate for all. In other cases they may have been seen as 
the only viable alternatives to the ills of an existing health system. However in 
optimal health sector reform processes—those aimed at improving the equity, 
quality, and efficiency of health systems—these shifts in the public-private mix 
and in central-local responsibilities need to be by rational design, not due to 
blind faith or by default. 


It is both timely and necessary to reject existing prejudices and to reassess 
in an objective fashion what each sector and each level of government can 
and should contribute to health systems. Indeed, reform should shape the mix 
of public-private and central-local participation in health care so as fo achieve 
maximum benefit for all. 


ocument prepared by 


Pe ee ve d. 
1 This section is primarily an extracted and condensed version of a more extensive a 


J. Quick, G. Velasquez, and S. Holand for WHO/DAP entitled, “Discussion paper on public-priv 
roles in the pharmaceutical sector” (February 23 draft) [28]. 
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2) ORGANIZEWION OF THE PeBRMACEUTICAL 
SECTOR 


In most countries the pharmaceutical subsector is a complex and 
heterogeneous array of agencies, organizations, companies, and individuals 
involved in the development, regulation, production, distribution, prescribing, 
dispensing, and consumption of drugs. This array includes actors in the public 
sector, private not-for-profit sector, and private for-profit sector (Table 2). 


Table 2: Typology of the Pharmaceutical Sector 


Private Not-for-Profit Private For-Profit 


Drug Development | ¢ National research ¢ Universities ¢ Research- 


institutes e Private based 
* Government foundation pharmaceutical] - 
v research grants ¢ Research institutes companies 


e Universities 


¢ Selected 
contract 
services (e.g., 
quality control 
testing) 


e Local 


¢ Consumer 
organizations (e.g., 
monitoring promotion) 


¢ National drug 
control 
authority 


Drug Registration, 
Regulation & Quality 
Assurance 


% 


Production/ 


¢ State importation ° Essential drugs 


Importation monopolies production multinational 
¢ State-owned e Nongovernmental factories 
production organization (NGO/ ¢ Locally-owned 
4 * Central medical mission essential drugs factories 


service 


* NGO/mission 
essential drugs 


stores 


¢ Central medical 
stores 


Wholesale 
Distribution 


* Private large- 
scale 


* State wholesalers services wholesalers 
a * Regional ° Private 
distribution informal 


wholesalers 


Prescribing/ 
Advising 


¢e Private 
hospitals 

¢ Private clinics 

¢ Injectionists 

¢ CHWs with user 
fees 


* Government 
hospitals 

° Government health 
centers, dispensaries 

° State-owned 
pharmacies 

° Publicly-supported 
community health 
workers (CHWs) 


¢ Mission hospitals 
¢ Mission clinics 
e CHWs 


Dispensing/ ¢ Pharmacies 


Retail Sale ° Dispensing 
Clinicians 
3 ° Other drug 


outlets 


* Households 
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2 3 ERSPECTIVES ON “PRIVATIZATION” 


Discussions of changing public and private roles are sometimes loosely 
lumped together under the term “privatization.” Governments have Used several 
different approaches to actively increase the role of the private sector in financing 
or providing health service. The main approaches have included: 


Transfer of ownership: Privatization in health is properly defined as the 
transfer of ownership from the public to the private sector. This includes divestiture 
or sale of specific health sector assets such as health insurance organizations, 
hospitals, drug supply warehouses (central medical stores) or other health care 
entities. 


Contracting out services: Provision of specific services such as storage, 
transportation, or computer information services may be contracted to private 
for-profit or private not-for-profit subsectors. 


Creating an enabling environment for the private sector: Financial 
incentives, regulatory changes, and other incentives may stimulate private 
growth. Such incentives may be targeted to achieve specific drug policy 
objectives. For example, duties may be removed on pharmaceutical raw 
materials for essential drugs, registration of generic drugs might be expedited to 
promote their sale in the private market, or NGO essential drug services may be 
exempted from certain taxes. 


Shifting financing away from the public sector to private sector: An 
enhancedrole for private contributions, either directly out-of-pocket or through 
insurance. This ttend may be more pronounced for outpatient pharmaceuticals 
and ambulatory care than for other health care areas. 


These are active approaches to sustain or increase private activity in the 
health sector. In addition, some countries have experienced “passive 
privatization”: The role of the private sector has grown not because of a shift in 
government policy, but because the quantity or quality of government health 
services could not meet the rising demand for health care. In particular, shifts 
towards private financing may contribute to passive privatization instead of, or 
in addition to, being a direct consequence of active policy decisions. 


Governments have also tried to introduce “market forces” or competitive 
elements into health care, while maintaining public financing and provision of 


services. Approaches have included: 


Introducing private management features in public services: Public sector 


employment is sometimes characterized by low pay, which is unrelated to 
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performance, inflexible personnel policies, and cumbersome administrative 
procedures. Public sector management improvements promote performance- 
based pay, more flexible personnel policies, and streamlined administrative 
procedures. 

Creating internal markets in public services: The United Kingdom and 
several other European countries are using provider payment arrangements to 
create public or internal markets. Providers are encouraged to improve quality 
and efficiency by competing for patients. Internal markets offer consumers the 
right to choose and provide financial incentives for public health providers. 


The primary rationale for privatization is that there is no need for 
governments to do what private sectors may do better. The economic 
motivation for these efforts is to improve efficiency while offering superior quality 
and enhanced choices to patients. As such, these measures, when combined | 
with mechanisms to ensure equity, can be key components of a reform process. 


Nonetheless, privatization should be viewed as a valid alternative, not as 
the exclusive and universal road to progress in developing and modernizing 
health systems. Because privatization has so many different facets, each with its 
merits and demerits, the results of these efforts to date in terms of real 
improvements in health objectives remain inconclusive [17]. In addition, and 
somewhat ironically, the role of the state in health care in many developing 
countries is already considerably less than it is in most industrialized countries. 
What privatization efforts do highlight is the need for reform measures to ensure 
that economic incentives be structured so as to support health objectives. 


2.4 THe ROLE OF THE STATE IN HEALTH CARE 
MARKETS 


Does the state need to be involved in some way in the health care? 
Economic reasoning argues that in “perfect markets" willing buyers and sellers 
should be left to transact their business without government interference. But 
Pharmaceuticals and health care are different from other consumers goods. 
Several considerations support the need for government involvement: 


Equity: Private markets may ensure access for the well-off, but without 
government involvement the poor and medically needy may be denied access 
to essential, often lifesaving drugs. 


Pharmaceuticals and Health Sector Reform in the Americas: An Economic Perspective 


eee 


Information imbalance: Patients and often health professionals find it difficult 
to have full information about the quality, safety, efficacy, value-for-money 
and specific appropriateness of individual! drugs. 


Failure of competition: The high initial investment required to build 
manufacturing facilities, develop new products, and market drugs limits the 
number of new competitors; brand names or therapeutic uniqueness may 
establish a virtual monopoly for some products. 


Externalities: Health services such as immunization and treatment of 
contagious tuberculosis or STDs have benefits for people who consume the 
services. But they also have external benefits to other people, whose chance of 
being infected is reduced. If consumption of such services is left to the 
marketplace, some people are likely to go untreated. 


Together, concerns about equity and as well as the information imbalance, 
failure of competition, and externalities argue strongly for essential state roles 
which should be defended throughout reform processes. It is perhaps 
counterintuitive, but rationalizing and strengthening these functions will not 
weaken privatization and other reform measures, rather they will enable them 
to be more effective. 


2.5 ESSENTIAL STATE FUNCTIONS 


In an environment in which public and private roles in pharmaceuticals 
are being reevaluated, it is important to identify essential state functions. These 
include policy-making, drug regulation, establishing professional standards, 
assuring access to drugs, and promoting rational drug use (Table 3). 

Many essential functions follow from earlier observations that the 
pharmaceutical market is not perfect and, if left alone, may not achieve optimal 


results. 


2.5.1 PoOLticy-MAKING 


National drug policies (NDPs) are guides to action. They provide a 
framework for the evolution of the pharmaceutical sector. Within the aoe 
of national health policies (stated or implicit), NDPs promote access, rational 


use, and quality of drugs. 
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NDPs should be developed with broad involvement of the full range of 
public, private for-profit, and private not-for-profit organizations or individuals 
outlined in Table 2. But the ultimate responsibility rests with the state for ensuring 
that a policy exists and is implemented. 


Table 3: Essential State Functions of Pharmaceutical Markets 


Policy-Making ; 
e Development and routine review of national drug policy 

* Legislative, regulatory, and programmatic initiatives for policy implementation 
e Policy monitoring and evaluation 


Drug Regulation 
* Licensing and inspection of importers, wholesalers, pharmacies, and other drug 
outlets 

e Licensing and GMP inspection of manufacturers 

* Registration of drugs (safety, efficacy, quality) 

* Control of marketing and independent drug information 

* Postmarketing surveillance (safety, efficacy, quality) 


3. Professional Standards 
* Educational standards for pharmacists, doctors, other health professionals 
* Licensing of pharmacists, doctors, other health professionals 


4. Access to Drugs 
* Ensuring equitable access to drugs for essential health needs through: 
- Supporting the development of pharmaceutical supply systems which are 
effective and efficient 
- Defining and regulating financing systems which will assure that all segments of 
society, but particularly the poor, will be able to afford essential drugs 
* Guaranteeing the adequate consumption of pharmaceuticals and vaccines 
with great social value 


. Rational Use of Drugs 
* Ensuring the availability and dissemination of unbiased information 
* Continuing education of health professionals 

* Public and patient education 


Drugs Cannot be treated as conventional consumer products. Concem 
for public health and welfare require a degree of regulatory control over drug 
quality, safety, efficacy, and use. Drug regulation depends on the existence of 


the necessary and rational legislative framework and a functional drug regulatory 
authority. 


Deregulation is sometimes seen as a means to favor the private 
Pharmaceutical sector. In fact, a lack of strong registration and licensing 
measures may lead to an erosion of the private sector's credibility and to 
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unmanageable competition among unqualified suppliers. Experiments with 
deregulation of the pharmaceutical sector in Latin America led to a rapid and 
dramatic increase in products on the market and a dangerous decrease in 
control over these products. This is negative from both a health and an economic 
perspective. Adequate regulation, which can ensure product quality at 
internationally recognized levels, is essential to stimulating pharmaceutical 
export growth in global pharmaceutical markets. 


The experiences of industrialized countries have consistently demonstrated 
that an innovative, competitive, and efficient private pharmaceutical sector 
requires a strong regulatory agency. Too often drug regulatory authorities in 
developing countries lack adequate financing to carry out their responsibilities. 
Reform measures encouraging stronger private roles in the pharmaceutical sector 
must also ensure that adequate funding is provided to regulate these roles. 


2.5.3 PROFESSIONAL STANDARDS 


In addition to ensuring the quality of drugs, the state is also best positioned 
to ensure the quality of health professionals who prescribe, administer, and 
dispense drugs to patients. The state, therefore, has a responsibility to set 
educational standards for pharmacists, doctors, other health professionals, to 
ensure through the licensing process that these standards have been met, and 
to work with professional bodies to ensure that codes of conduct are developed 
and implemented by the health professions. 


2.5.4 Access TO DRuGS 


Recognition of health as a fundamental human right brings with it the 
responsibility of the state to ensure access to health care, including essential 
drugs. This does not mean that the state should necessarily finance and provide 
all drugs. A share of drug needs can be met with private financing and supply 
mechanisms. However, the state has a responsibility to ensure that together the 
public and private sectors make drugs accessible to the entire population. 


This obligation to ensure access to essential drugs is especially important 
for the poor: for tuberculosis, sexually transmitted and other communicable 


diseases; and for specific target groups such as children. 
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2.5.5 RATIONAL DrRuGc USE 


Free markets require full and accurate flow of information between buyers 
and sellers. Information imbalance between drug producers and health care 
providers, and between health providers and patients, is a major contributor to 
failure in the pharmaceutical market. 


? Gee UBLIC-PRigeme LUALITY 
2.6.1 COMPETITION IN THE PHARMACEUTICAL MARKET 


Unless prescriptions commonly use generic names and pharmaceutically 
equivalent pharmaceutical products are widely used, competition based on © 
price is not generally a distinguishing feature of pharmaceutical markets. 
However, competition based on innovation, quality, customer service (e.g. ability 
of wholesaler to keep retailer supplied), and advertising and promotion does 
exist. 


If public and private sectors do compete (both operating retail pharmacies, 
for example), they should do so on equal grounds and the structures and 
procedures of business for both should be transparent. 


2.6.2 PRINCIPLES FOR PUBLIC-PRIVATE COMPLEMENTAR/TY 


Although there does exist q tension between public and private 
mechanisms, much of the effort in health sector reform is based on the notion 
of complementarity: Each sector has its strengths and limitations. The ideal mix 
will depend on local circumstances, and thus will differ among countries. 


Public-private roles in the pharmaceutical sector must be considered in 
the context of the overall goals of national drug policies. Thus, equitable access, 
rational use of drugs, and drug quality are important criteria for Assessing policies 
which affect the public-private mix. Efficient use of resources is also considered 


because it is so often a point of comparison between the public and private 
sectors. 


Public-private complementarity in the pharmaceutical sector should, 
therefore: | 


* ensure equitable access to drugs and, in particular, to essential drugs, 
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7 ensure efficiency in the use of resources for drugs, 


- promote rational use of drugs in both the public and private sectors, 


- ensure enforcement of standards for Quality in both the public and 
private sectors. 


Reform processes which involve augmenting and strengthening the role 
of the private sector require modifications in the type and focus of state 
interventions. But this change does not imply that the role of the public role 
should be weakened, nor does it reduce its responsibility to oversee equity of 
access and quality of health services. 


2./ DECENTRALIZATION 


Decentralization involves devolving the activities and responsibilities of 
the central government to regional, district, and local levels. The potential 
advantages of this include improved public sector efficiency, stimulation of 
local participation and responsibility in delivering health care, and improved 
quality of care. 


A number of concerns also exist such as the possible aggravation 
interregional inequity, higher administrative costs, and potential reductions of 
health budgets due fo allocations to other areas at the local level. 


In general, those activities which benefit from standard infrastructure and 
economies of scale should remain centralized while those which can be bettered 
by responding to the needs of the local population should be decentralized. As 
with privatization, the ideal arrangement between central and local control 
will vary among countries. 


In the pharmaceutical sector, decentralization may yield improvements in 
the quantification of drug requirements, inventory control, supply mechanisms, 
and patient and medical personnel education. In addition, efforts which 
sometimes begin at local levels, such as the implementation of generic drug 
strategies and the formulation of therapeutic guidelines, may serve as models 
which can be expanded to countrywide levels where the benefits are even 
greater. 

Nonetheless, there are certain essential functions, such as the development 
of a national drug policy, drug registration, and standards for quality CORRS 
which must remain with the central government. Some degree of centralization 
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is also desirable for the development of essential drugs lists and formularies as 
well as for bulk tendering. 


2.8 RECOMMENDATIONS AND CONCLUSIONS 


REFORM AND CHANGING ROLES 


» Health sector reform should shape the mix of public-private, and central- 
local participation in health care so as to achieve maximum benefit 
for alll. 


PRIVATE" ROVES 


» Increasing the importance of the private sector or of competitive 
mechanisms within the public sector are options which can be 
undertaken within a reform process as part of a comprehensive effort 
to improve equity, quality, and efficiency in health systems. 


PUBLIC ROLES 


» Concerns about equity and as well as the information imbalance, 
failure of competition, and externalities in the pharmaceutical sector 
argue strongly for essential state roles in policy-making, regulating, 
assuring quality and access, and promoting rational drug use. 


PUBLIC-PRIVATE DUALITY 


* Public and private sectors should compete fairly, on equal grounds 
and the structures and procedures for business for both sectors should 
be transparent. 


~ Public-private roles in the pharmaceutical sector should be considered 
within the context of a national drug policy which aims to ensure access 
to and rational use of drugs which are safe, effective, and of high 
quality. 
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DRUG FINANCING ALTERNATIVES 


Larger economic and fiscal constraints have caused many countries to 
reexamine the financing of their health systems. Several of these changes can 
be viewed as being reactive in that they respond to demands for fiscal constraint. 
But creating, improving, or shifting finance modalities for health and 
pharmaceuticals should ideally be part of a process which takes place within 
the larger framework of health sector reform and is aimed at improving equity, 
quality and efficiency in health systems. To do this, it is important to analyze 
current situations, develop guiding principles, and study options in light of their 
feasibility and ability to contribute to the goals of health systems. 


3.1 HEALTH AND PHARMACEUTICAL EXPENDITURES 


The per capita pharmaceutical expenditure in 1990 in Latin America and 
the Caribbean was estimated to be 29 $US (calculated from [10] and [11]) 
whereas the per capita health expenditure was 162 $US [9]. However, both 
these figures show significant variation among countries, and it is safe to assume 
that a large difference also exists within many countries. This and other finance 
related information are available in Table 4 and in the figures which follow. 


Following a trend which is true globally, in LAC countries, health expenditures 
generally increase with income Figure 1. Govindaraj, Murray, and Chellaraj [9] 
found that in the LAC region there appears to be no correlation between per 
capita income and private health expenditures relative to GDP, but public health 
expenditures as a percent of GDP do tend to rise as income increases. Since 
private expenditures do not seem to vary with public expenditures, these authors 
conclude that, “public and private spending are not simply substitutes, because 
they finance services which differ in kind, or in quality, or in utilization by different 
population groups” ([9], p. 22). 

In fact, the health services in several Latin American countries are 
characterized by segregation: The health ministry takes responsibility for the 
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poor, social security serves those employed in the formal sector, special programs 
exist for those in military service, and the private sector provides services to the 
uninsured middle class and the more affluent portions of society. The LAC region 
has relatively high rates of insurance coverage compared to other developing 
countries. Social insurance financing comprises over 50% of all public funding in 
the area (Table 4). But this insurance is not available to all and the quality and 
availability of funding and services for each of the socioeconomic segments 
frequently varies, implying that equitable access to quality health care continues 
to be a significant problem. Figure 2 indicates that insurance coverage does 
tend to expand across countries as per capita income increases. 


Table 4: Summary of Health Expenditures for Latin America and the Caribbean 
and Selected other Regions (1990 unless otherwise noted) 


| Established | Sub- — 

Latin America & Caribbean Market Saharan Source 
| 
Ps ee 


Economies | Africa | 


in 1990 Pe eee or% ___Range 


Total Health Expenditures oer 


27-701 | 1958 22 [9] (LAC); [18] 


per cap? 162 
as % of GDP® 6.24 | 3.13-9.65 | 929 4.23 | [9] (LAC); [18] 
% publics 49.3 PS 2osl-8l.7 | | 61.1 43.8 = [9] (LAC); [18] 
% privates 50.0 8.8-70.7 38.9 46.6 = [9] (LAC); [18] 


%e aids 0.78 0-22.4 


9.2 i [9] (LAC); [18] 


Pharmaceuticals ‘calculated from: 


| : 
| | 
i i 
| | 
per cap? 29 | 3-119 203 
i 
i 


20 west fioLs v4 
% public? 17 1.6-65 54 30 [10] & [11 
% private? 83 35-98 ry istel [10] & [11] 


% not-for-porfit? [10] & [11] 


Public Financing 


1.85 [9] (LAC); [18] 


recurrent budgeft* 


as%GDPP} 3.07 | 1.06-7.50 | 203 _ (Lacy,| 
% directly financed 46 15-100 | 63 ___ ealculated from 
(not social security)e | | SE SE Ba Be 
% drugs & supplies in 19 | 6.8-37.8 _ calculated from [9] 


Insurance 
% population covered 64.1] 
(most recent year 
1987-1995)¢ 


Private Household 
Health Expenditures 


% spent on drugs* 


Note: sample sizes vary; for Latin America, reported data covered sample groups ranging in size from 14-34 
countries; 


a: population-weighted mean d: pharmaceutical expenditure-weighted mean 
b: GDP-weighted mean e: public health expenditure-weighted mean 
c: total health expenditure-weighted mean fi mean 
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Figure 1: Health Expenditures in Selected Countrie 
Caribbean (1990) s of Latin America and the 


Bet I Br 0 oe smn... 463. 00 210,40 ae 
1990 per capita health expendiure (US$) 


Ecuador 
Panama BZ 
Venezuela 
tinidad and Tobago [77 


Sorted by increasing GDP/capita 1990 (left to right) 


Dominican Republic 


Source: from data presented in [9] 


In most LAC countries pharmaceuticals are not financed in the same way 
as many other health services. Nearly 83% of drug expenses in the region are 
paid for by private means (Table 4), and despite the growing availability of 
private health insurance in some countries, direct, out-of-pocket spending 
constitutes much of these expenditures. This tends to aggravate inequities 
because, relative to their incomes, the poor pay more, and these payments 
represent sudden expenses during a time of illness. In addition, it is unlikely that 
high household spending for pharmaceuticals in markets with insufficient or lax 
controls is the most cost-effective way to provide for the pharmaceutical needs 
of society. This can be attributed to a combination of information deficiencies 
in the market and the willingness of many to pay relatively high costs for perceived 
personal health benefits which may in actuality be very marginal or nonexistent. 


Pharmaceutical expenditures in most countries in Latin America in 1990 
were below 40 $US per capita (Figure 3) but did show a modest tendency to rise 
across countries as overall health expenditures increased. Although the per 
capita pharmaceutical expenditure in Latin America is not high relative to that 


of industrialized countries (29 $US versus 203 $US, see Table 4), most countries 
fit can be more efficiently utilized, the current 


spend respectable sums on drugs. 
over the basic 


pharmaceutical spending in many countries should be able fo c 
needs of their populations. 
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Several of the countries in Figure 3 did not implement pharmaceutical 
price liberalization policies during the period from 1975 to 1990 (i.e. Brazil 
Colombia, Mexico, Venezuela), while others did (i.e. Argentina, Bolivia, Chile} 
[20]. Most of the expenditure growth in countries during this same period was 
gradual or even negative, but a few countries had already begun to experience 
substantial increases in drug expenditures. In recent years, concern over rising 
pharmaceutical prices and spending has solicited considerable attention. 


3.2 FINANCE REFORM 


| Optimal health sector reform is based on the principle that all individuals 

should have access to health services. Therefore, the main challenge concerning 
financing for pharmaceuticals is to define and utilize those options which will 
most efficiently ensure a universal access to essential drugs. In many countries, 
this implies integrating pharmaceutical coverage into health coverage, 
increasing overall funding for health and pharmaceuticals, improving equity in 
financing, and eliminating waste. 


Several alternatives exist in reforming health and pharmaceutical financing, 
but certain precepts should be adhered to if these changes are to constitute 
part of an optimal reform of health systems: 


1. Both public and private sectors can be involved, but if is the 
responsibility of the state to develop a financing strategy and structure 
which will ensure that public health objectives are met and are not 
subjugated fo private interests. 


2. Because drugs are fundamental to quality health provision, drug 
financing mechanisms should not be divorced from health financing 
mechanisms. The achievement of successful health outcomes requires, 
in addition to adequate preventive services, diagnostic services which 
are appropriately linked to required treatments (pharmaceutical or 
otherwise). A separation in the financing of services and drugs can 
lead to inequities, wasteful consumption, reduced efficacy, and greater 


inefficiencies in overall health systems. 


3. Finance reform should be comprehensive and should reevaluate the 
coverage of all socioeconomic groups within a couniry. Because overall 


equity, cost-efficiency, and sustainability cannot be achieved without 
a comprehensive view, optimal finance reform must redefine general 


mechanisms, not just financing for the poor. 
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4. Individual or household contributions to health should be proportional 
to the ability to pay buf service provision should be based on need. 
This is only possible if point 3 (above) is respected and if financing is 
characterized by cross-subsidization (so that the contributions of the 
more affluent or the more healthy are used to subsidize the needs of 
the poor or the more ill). 


The financing options for pharmaceuticals are essentially the same as those 
for the larger health sector and should be considered as part of these (Figure 4). 
Finance reform can include shifting the sources of funding, changing the mix of 
financing mechanisms, adopting new payment modalities, and redefining the 
link between financing and service delivery. Choices in each of these areas 
impact the overall equity, quality and efficiency of health systems. In each 
area, several alternatives exist which give countries a wide range of options. 
But this range can also make it difficult to systematically analyze health financing 
to determine optimal arrangements to promote health sector reform objectives 
in varying contexts. For this reason, discussions on health financing usually focus 
on specific topics, such as the use of general revenues or user fees. Although 
these simplifications are useful and necessary, the interrelationships among the 
areas which constitute financing should not be forgotten in the formulation of 
overall policy. 


This paper will briefly review four topics pertinent to pharmaceutical 
financing—the direct use of general revenues, insurance mechanisms, user fees, 
and external sources of financing. It is not possible in a brief document to give 
a comprehensive overview of all the concerns relating to these and other 
alternatives, but more exhaustive discussions (primarily relating to general health 
financing) are available ([6], [ol [17], [21], [22], [23}(24)i25)--[26}, [27], [28], 
[29]). 


Dee ONSIDERATION MIN EVALUATING OPTIONS 


Proper evaluations of pharmaceutical financing choices require that 
decision makers be aware of features which may differentiate pharmaceuticals 
from other health goods | Figure 5) and services and develop criteria by which 
options can be judged (Table ct 
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Figure 5: Characteristics of Pharmaceuticals 
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availability 
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Table 5: Criteria to Evaluate Drug Financing Options 


Feasibility Measures | Outcome Measures 


Financial viability and sustainability: Can | Equity: Does a mechanism promote 
this mechanism generate enough resources Universal access to essential drugs? 
to pay for the pharmaceutical needs it is to 
support over the long-term? 


InstitutionaL/administrative requirements: Efficiency: For the resources invested, is the 
What institutional and or managerial maximum health benefit obtained2 
elements are required for the measure to 

be successful? 


Acceptability: What acceptance or Rational use: Does the financial mecha- 
| resistance is to be expected, and how wil nism encourage appropriate prescribing 
this affect the success of the measure in the | and use of pharmaceuticals? 
short-term and in the long-term? 


Source: adapted from [8] and [30] 


3.4 GOVERNMENT FINANCING FROM GENERAL 
REVENUE 


Governments are fully justified in financing drugs if these also have significant 
social value (such as medicines for treating tuberculosis and sexually transmitted 
diseases) or if there is a need to subsidize the poor to ensure adequate access. 
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However, public financing for drugs often extends beyond these essential 
roles. In some cases this is because public revenue is used to finance essential 
services for the population as a whole. Many countries also use public revenues 
to fund public or parastatal pharmaceutical supply mechanisms. But the drive 
to privatize public functions is calling into question the validity of these roles. 
This connection between financing and delivery necessarily complicates the 
analysis of each, but some fundamental questions can be identified: Should 
the link between public financing and delivery exist at all2 Who should benefit 
from public financing? 


Public financing should not automatically imply public supply, but 
privatization should not be accepted based on a blind faith in the efficiency of 
the private sector. A well-functioning vertically integrated public supply system 
can yield benefits in terms of reduced costs and enhanced equity due its ability 
to rationalize needs and save money through the bulk purchase of products by 
generic name. Supply alternatives should be evaluated at a country level on 
the basis of overall cost, quality, and equity. 


General revenue financing of health for the poor is entirely defensible. 
Beyond this, should general revenues be used to finance health and 
pharmaceuticals for society as a whole? Public financing with can be highly 
advantageous in terms of the promotion of universal coverage, equity, and the 
enforcement of supply-side cost control mechanisms. But disadvantages exist 
as well. If public financing is linked to service provision, options for patients may 
be limited and this can translate into dissatisfaction with health services. 


Another fundamental concern is that financing from public revenues implies 
that health must compete with other government programs on an annual basis 
for allocations making budgets susceptible to changing political priorities. 
Effective funding from general revenues also requires relatively high tax levels 
and an assurance that these taxes can be properly collected. Therefore, despite 
the significant advantages this form of funding presents, without a strong, steady 
political will combined with adequate economic growth, efficient taxing, and 
appropriate cost control mechanisms, an exclusive reliance on general revenues 
for health and pharmaceutical financing will be insufficient to effectively meet 
the changing health needs of growing populations in a sustainable fashion. 


The level of public financing required by a country will be deter mined by 
the choices which it makes, but regardless of what is decided, there remains a 
legitimate need to defend a basic level of public financing o! pharmaceullcals 
and health services targeted to meet the necessities of fhe poo! and fo provide 


goods and services with high social value. 
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Current changes in the economic situation and outlook of many countries 
are placing significant pressures on public budgets for health. Unfortunately, 
government allocations for drugs are relatively easy to cut and therefore, are 
often the first to suffer in times of fiscal crisis. In addition, because many drugs 
are imported, allocations are also sensitive to foreign exchange variations. 


It should be noted, however, that pharmaceutical expenses, while 
representing the second largest expense in many recurrent government budgets, 
do not usually comprise the greatest portion of these budgets (Figure 6). Hence, 
very large cuts in drug budgets usually will result in only modest reductions in 
overall spending. But this can create serious problems in terms of health 
outcomes and patient satisfaction with health service delivery. Particularly when 
macroeconomic reforms result in increasing drug prices compounded with a 
decreasing ability of many to pay for drugs out-of-pocket, the pharmaceutical 
allocations within public budgets should be defended. Andin all cases, finding 
ways to make better use of public pharmaceutical financing is essential. 


Figure 6: Percent of Recurrent Government Health Expenditures Dedicated to 
Drugs and Supplies in Selected Countries of Latin America and the Caribbean 
(1990) 
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Source: from data [9] 


One method of increasing financing involves charging patients fees for 
health services and Pharmaceuticals, thereby reducing the degree of 
government subsidization of these. Another option may be to seek external 
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financial assistance. These alternatives are discussed in more detail in sections 
3.6 and 3.7 respectively. 


Many other options for increasing financing for health and drugs lie beyond 
the direct control of national health authorities and involve negotiations in the 
larger political arena for revenues from other government areas, or for improved 
methods for enforcing taxes. In several countries innovative taxes have been 
developed to bolster and stabilize public financing for health. For example, 
Brazil has instituted a .02% tax on financial transactions and Ecuador has 
established a “sin tax” on alcohol and tobacco. Although attention must be 
paid to ensure that these taxes are not regressive in nature (the poor should not 
pay a proportionally larger share), the development of innovative sources of 
financing is a promising alternative. 


Ministries of health and other health agencies can also improve efficiency 
within their organizations so as to achieve more with the limited funding which 
is availiable. The essential drugs concept, with its emphasis on rationalizing the 
selection, needs’ quantification, management, and use of pharmaceuticals, 
has a key role here. 


3.5 INSURANCE AND RELATED MECHANISMS 


Direct general revenue coverage of health needs can be considered as 
an “insurance” due to the pooled nature of its resources, but explicit social 
health insurance plans differ from this in several ways. Foremost among these is 
that contributions from individuals are specifically targeted to health. Insurance— 
be it public or private—can augment the resources dedicated to health, make 
these less susceptible to variances in public budgets, give individuals a greater 
sense of responsibility for their health care, and create greater incentives for 
maintaining quality in service provision. 

Social insurance can coexist with general revenue funding. Although public 
general revenue contributions to health insurance plans may be necessary to 
subsidize the poor, they should not be used to subsidize those who are well off 


[19]. 
Health insurance does not always cover pharmaceutical 


particularly for those drugs associated with ambulatory care, because these are 


fairly predictable, relatively low-cost interventions as opposed to the high; Cost 
k-sharing mechanisms were 


expenses, 


low frequency interventions for which traditional ris 
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designed. However, this divorce in financing modalities—out-of-pocket 
payments for drugs and insurance coverage for other health services—frequently 
results in reduced financial access to drugs for the poor and therefore stimulates 
inequity and inefficiency. 

Drugs are fundamental to modern medical care. They can be very cost- 
effective: The appropriate treatment with pharmaceuticals early in some illnesses 
can prevent more expensive health interventions at a later point in time. 
Additionally, pharmaceuticals in developing countries frequently represent a 
significant portion of household health expenses, especially for the poor, thereby 
placing an undue financial burden on this population [30]. 


Consequently, collective “insurance” mechanisms (where costs to 
participate are not proportional to individual risk but related to ability to pay) 
which provide coverage for specified essential drugs as part of a comprehensive 
treatment should be considered as options for meeting the health needs of 
society. Such mechanisms, in addition to improving equity, can also create 
and drive demand for essential drugs in the private market. 


A plan which requires only a prepayment or regularly spaced payments, 
with contribution levels proportional to income, may be the most suitable 
approach because administrative costs for individual transactions involving 
drugs can be high. Furthermore, a system involving reimbursements will not 
alleviate immediate financial difficulties for the poor. Deductibles and 
copayments are generally required by insurance plans to control excessive costs, 
but efforts should be made to ensure that these payments are structured so as 
to not reduce the access of the poorest populations to medicines. 


There are clearly certain logistical problems associated with pharmaceutical 
coverage which should not be underestimated, not the least of which is the 
tracking of prescriptions. These issues, as well as cost-efficiency and overall equity 
concerns should be considered when deciding whether insurance coverage for 
drugs is appropriate and whether it should be provided through private 
pharmacies, insurer-affiliated or owned pharmacies, or through separate 
pharmaceutical benefits management schemes. 


Insurance plans may be either public or private or a mix of both and finance 
drugs provided by the public or private sectors or both. The choice of the 
public/private mix needs to reflect equity and efficiency considerations as well 
as pragmatically respond to the current and expected future health systems in 
countries. : 
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Regardless of the choice, there is a clear role for government regulation of 
insurance [19]. This is of particular concern in countries experiencing a dramatic 
rise in private plans. Insurance without Proper regulation, is fraught with a 
number of problems such as adverse selection and skimming, and will be of 
little Use in achieving the overall goals of the health sector. Public sector 
involvement in defining insurance is necessary to protect individuals, develop a 
fair competitive environment, and to ensure the participation of people from 
various population groups (age, health, income distribution) which enhances 
the equity and sustainability of such mechanisms. 


The incorporation of pharmaceutical coverage into social security programs 
serving segregated, relatively affluent population pools is a positive step for 
these groups but it will not alleviate the burdens of the indigent who most 
require improved financial access. The socioeconomic segregation of health 
service provision and the financing to which is linked does not promote equity. 


An extension of social insurance benefits, including pharmaceutical 
coverage, to the poor is highly desirable, but may not be feasible for many 
countries, particularly in the short-term. This is especially true in countries where 
much of the population is not employed in the formal sector and where GDP 
per capita is low. In these cases, locally managed, not-for-profit community 
insurance schemes can prove useful and should simultaneously strengthen 
decentralization efforts, although the equity benefits would not be on the same 
scale as with a universal plan. 


Universal, comprehensive insurance mechanisms, to which people 
contribute based on ability to pay, provide substantial advantages over other 
alternatives in improving equitable access and stimulating market demand for 
essential drugs. There is a risk of cost escalation, but insurance can also allow 
for more effective enforcement of supply-side control mechanisms. Although 
such insurance plans may not be possible to implement in all countries, collective 
mechanisms for health financing which include pharmaceutical coverage merit 
serious Consideration and should be evaluated on the basis of whether they are 
feasible and can achieve the desired objectives for the pharmaceutical sector 
within the overall health system more efficiently than other options. 
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3.6 User FEES 


The charging of fees to the users of health facilities for the purchase of 
drugs and/or services is another alternative which the public sector and 
nongovernmental organizations have turned to obtain additional revenue.? 


There exist numerous variations of these efforts. Some plans charge for 
drugs, some for services, some for both. It is particularly easy to charge fees for 
drugs because they are goods as opposed to services and people have 
demonstrated a willingness (though not necessarily ability) to pay for these. It is 
felt that this willingness to pay can be used to ensure greater participation and 
higher financial retums in a cost recovery mechanism. But charging fees exclusively 
for drugs creates strong incentives to overprescribe, and stimulates differences 
in affordability between diagnostic services and treatments particularly for the 
poor. This is not compatible with improving overall equity, efficacy, and efficiency 
in health systems. 


Some initiatives originate in communities while others are centrally 
mandated. Certain efforts aim at full cost-recovery while others seek only to 
supplement existing funding. Revenues may or may not be retained at the level 
at which the fees are collected. There exist a variety of fee schedules (carrying 
different administrative implications) and in addition, these may be scaled down 
or reduced completely for the most poor. 


Fees have been justified on economic grounds because they represent a 
private contribution towards acquiring goods and services which have some 
private value. The willingness of patients to pay for drugs and health can be 
used to improve the availability and quality of these goods and services. User 
fees have also been advocated as mechanisms to promote and reward 
decentralization, enhance community solidarity, and reduce frivolous use. 
Alternatively, it has been argued that fees reduce the demand for health services 
among the poor; they provide economic incentives for irrational drug use; and 
they are associated with high administrative cost. 


The wide variations in such programs, both in structure and in objective, 
and differing situations among and within countries make it difficult to assert 
generally whether the rewards of these mechanism outweigh their drawbacks. 


2 This discussion focuses on user fees charged primarily for the purpose of augmenting general revenue 
funding although it should be recognized user fees may also be used primarily to discourage frivolous 
use and contain costs (in the context of general revenue funding or insurance programs). This latter 
focus has different implications for health services and should be considered in a separate manner. 
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However, many years of experience across several continents have demonstrated 
that successful implementation of user fee schemes has been more difficult than 
originally thought [31]. 


It is worthwhile to step back and examine a more fundamental question: 
Can user fee mechanisms be viewed as a component of an optimal health 
sector reform which seeks to improve equity, quality and efficiency in a 
sustainable manner? 


Unfortunately, under the conditions in which they are implemented in many 
developing countries, user fee mechanisms do not usually constitute “true” reform 
measures. This is not due to the fundamental precept Underlying the charging 
fees, but to the context in which they are implemented. Fees frequently impact 
the poor more severely than other groups. This may be either because the 
indigent are the primary users of the public services where fees are charged or 
because this group lacks financial resources and health coverage (e.g., insurance, 
employer provided health care) making the burden of charges higher for them 
than for other groups. The fact that many of these mechanisms charge at the 
time of illness makes the hardship for the poor even more significant. 


Reform requires comprehensive changes. If cost recovery mechanisms do 
not apply to a wide range of socioeconomic groups and involve significant 
cross-subsidization and effective scaling of fee payments, overall equity in the 
heaith systems cannot be achieved. Unfortunately effective scaling of fees by 
ability to pay has proven to be very difficult [31]. Problems concerning equity 
are aggravated even further when user fees are used to replace general revenue 
funding for health for the poor thereby limiting the financing available and 
reducing the impact of a cross-subsidization element. 


Another issue of great practical significance is that the revenues recovered 
from fees generally amount to modest sums. Though these revenues may be 
able to improve to some degree the drug supply and the quality of services 
rendered, the recovered sums are generally insufficient to resolve in any 
meaningful manner the fiscal constraints on health financing at a national level. 
Therefore, user fees, in practice, do not generally appear to be highly effective 
tools for generating sufficient, sustainable revenue in an equitable fashion aE 
alone do not constitute along-term, comprehensive solution for health financing. 
They are probably most effectively and beneficially used as tools for moderating 
demand, particularly for nonessential goods and services. 


s, it must be acknowledged that cost recovery 


Despite their shortcoming 
plemented, 


plans. are a practical reality in many countries, and if properly im 
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can bring relief to distressed health systems. Within a process of reform, user fees 
may be considered as transitional measures which can bring improvements, 
stimulate community involvement, and serve as precursors to the development 
of more comprehensive financing measures such as insurance. 


In view of this, it is important to continue to strive to ensure that user fee 
programs be as successful as possible. Charges will be more readily accepted if 
they are accompanied by an improvement in drug availability with concomitant 
reductions in wait and travel times. The retention of some portion of the fees at 
the local level is Usually thought to promote success. User charges shouid be 
adjusted as necessary to reflect inflation. To ensure sustainability and maximum 
revenue generation, administrative costs should be kept as low as possible while 
still maintaining equity. For this reason, it may be preferable for some centrally 
organized cost recovery initiatives not to charge fees in rural areas (with | 
predominately poor populations) and to collect fees in urban areas particularly 
from tertiary care facilities (which may be used by wealthier patients). 


Experience with user fees has demonstrated that the equity effects and 
level of cost recovery depend greatly on the effectiveness of the organization 
and management of the user fee program. More detailed reviews of cost 
recovery plans, covering this point, the points mentioned above, and other 
factors influencing successful implementation are available ((22], [31], [32], [33]). 


Furthermore, for cost recovery to assume its transitional role within reform 
processes, certain guidelines should be adhered to: 


» User charges should complement public financing, not replace it. 


» It is preferable to integrate pharmaceutical financing within overall 
health financing and, where administratively feasible, not to charge 
patients exclusively for pharmaceuticals. 


~ Inasmuch asis practically achievable, charges should be scaled based 
on ability to pay. 


» Community cost recovery efforts should not be undertaken in isolation, 
but as part of a larger plan for finance and health sector reform [31]. 
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3.7 EXTERNAL SOURCES OF FINANCING 


aeF. 7 LPONORS 


Donors can provide technical assistance, financing for the purchase of 
drugs, and drugs themselves. Countries may find that they can benefit from 
exchanges of knowledge and methodologies pertaining to technical 
cooperation. In addition, some countries with severe or emergency needs and 
inadequate resources will find donor financial assistance in the purchase or 
provision of drugs to be of substantial benefit. 


There are some concerns pertaining to direct drug donations which are 
addressed more fully in [11]. In essence, these donations should be made using 
effective channels of communication between donors and recipients, respond 
to local needs, respect the authority of recipient countries, and involve products 
which are not in any way of inferior quality, efficacy, or safety to those used in 
donor countries themselves. 


Middle-income countries primarily face issues concerning the optimization 
of resource allocations. As such, what donor assistance is received by these 
countries should emphasize technical cooperation, but it may also include 
donations for the purchase of drugs for revolving drug funds. 


3.7.2 DEVELOPMENT BANKS 


Development banks are taking on roles of increasing importance in the 
financing of health care reform. Ideally, loans should be used to support reform 
programs which are internally driven and seek to achieve national health 
objectives. It must be acknowledged that, in reality, loans to health and other 
sectors are sometimes used as more than financial tools in reform processes; 
the loans may become the drivers of these process. 


Although the measures tied to loan-led reforms may be both valid = 
necessary, this externally and financially driven approach can cabcowis, cory 
problems. Among these is the risk that those within the country will not perceive 
the reform as “theirs” and this view makes it more likely that reform measures 
will not meet actual national priorities and will not yield SUSTCINOOIS results. 
These problems are not exclusive to development bank financing Os donor 
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support may also suffer from the same difficulties. With development banks, 
however, the issues can be magnified not only because of the scale of the 
financing but also because the loans and the reforms they erigender are to be 
paid for by the countries themselves. Care must be taken to ensure that loans 
are fully compatible with national health sector objectives and that they are 
not viewed as impositions, but rather as aids in reform processes. 


A separate matter pertaining to the use of loans in pharmaceuticals centers 
upon the areas which should be financed by these. There is general agreement 
that bank financing to support the development of infrastructure, information 
systems, and human resources is acceptable and can be beneficial. 


The use of loans in drug procurement is an issue prone to more debate. In 
general, as drugs are recurrent expenses, the use of bank financing for 
pharmaceutical purchases is not desirable. This rule becomes even more valid 
for middle income countries which must focus their reforms on developing 
sustainable financing mechanisms. 


Nonetheless, it is possible to envision certain exceptions involving drug 
purchases which are not viewed as recurrent costs. The three principal situations 
where this can occur are (also presented and discussed in [34]): (1) to stocka 
revolving drug fund; (2) as part of a larger adjustment loan which supports the 
balance of payments by financing all import requirements for a limited period 
of time; and (3) in certain cases to fund drugs for vertical programs aimed at 
eliminating diseases. In this last case, unless disease eradication can be quickly 
achieved and unless the drugs used are not widely employed to treat other 
health problems, these pharmaceutical purchases will effectively be recurrent. 
Hence, the situations in which the funding of drugs for vertical programs can be 


Classified as an “investment” as opposed to a recurrent expense may actually 
be quite limited. 


3.8 RECOMMENDATIONS AND CONCLUSIONS 


3.8.1 THE FINANCING OF PHARMACEUTICALS AND HEALTHY 


7 Themain challenge for pharmaceutical financing is to define and utilize 


those options which will most efficiently ensure universal access to 
essential drugs. 
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7  Itis the responsibility of the state to develop a financing strategy and 
structure which will ensure that public health objectives are met. 


~ Drug financing mechanisms should not be divorced from health 
financing mechanisms. 


» Finance reform should be comprehensive and should reevaluate the 
coverage of all socioeconomic groups within a country. 


” \ndividual or household contributions to health should be based on 
the ability to pay, but services should be provided to all on the basis of 
need. 


3.8.2 PUBLIC SPENDING FROM FEDERAL REVENUE 


» Public financing, at some level and in some form, is required to ensure 
optimal consumption of drugs which have a high degree of social 
benefit and to subsidize essential drugs for the poor. 


» Allocations for drugs in government budgets should be viewed as priority 
areas, to be strengthened where needed and possible, and to be 
defended against variations in foreign exchange and budgetary cuts. 


~ Innovative efforts to increase levels of public funding for health and 
pharmaceuticals and to maximize efficiency in the use of these funds 
should be encouraged. 


3.8.3 INSURANCE AND RELATED MECHANISMS 


> State involvement in the regulation of insurance is essential. 


> Universal insurance, to which people contribute based on ability to 
pay, can provide substantial advantages over other financing 
alternatives in terms of equity and access while simultaneously 
stimulating market demand for essential drugs and developing supply- 
side mechanisms for controlling unnecessary costs. 


An extension of social insurance benefits, including pharmaceutical 
coverage, to the poor is highly desirable, but may not be feasible. In 
these cases, locally managed, not-for-profit community insurance 
schemes can prove useful and should simultaneously strengthen 


decentralization efforts. 
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3.8.4 User FEES 


>» User charges are not a panacea for the budgetary problems faced in 
the public sector, and do not constitute, in the context in which they 
are implemented in many developing countries, optimal finance reform. 
They can, however, be considered as transitional measures. 


» User charges should complement public financing, not replace it. 
»  Itis preferable not to charge patients exclusively for pharmaceuticals. 
» Charges should be scaled based on ability to pay. 


» Community cost recovery efforts should not be undertaken in isolation, 
but as part of a larger plan for finance and health sector reform. 


3.8.5 EXTERNAL SOURCES OF FINANCING 


» Care must be taken to ensure that loans and donations are fully 
compatible with national health sector objectives and that they are 
not viewed as impositions, but rather as aids in reform processes. 


» Middle income countries, in particular, need to focus on developing 
sustainable financing mechanisms. Any external assistance which is 
used should support this endeavor. 


* In general, loans should not be used to finance drugs because of the 
recurrent nature of this expense and because of the non-concessional, 
unsustainable nature of this form of financing. 
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.| PRICE AND TRADE LIBERALIZATION AND 
HEALTH SECTOR REFORM 


Over the last ten to fifteen years the concept of market liberalization has 
taken a strong hold in Latin America. This has been embodied in several regional 
efforts to develop free trade zones and has been accompanied by global 
initiatives such as Agreement on Trade Related Aspects of Intellectual Property 
Rights (TRIPS) which formed part of the GATT accord. Several countries have 
chosen to deregulate and liberalize pharmaceutical prices and trade within 
the context of the market reforms of their economies thereby renouncing the 
policies of price control and government intervention which characterized the 


1960s and 1970s. 


In arecent survey of countries of the region, 41% (sample group of 17) now 
allow nearly total market freedom for price setting of pharmaceuticals [20] and 
only 24% of this sample maintain complete price control. This makes a dramatic 
contrast to the situation prior to 1985 where over 60% of the countries of the 
same group were characterized by total pharmaceutical price control. 


This trend has been stimulated by a belief in the efficacy of competitive 
- forces of markets to regulate prices and stimulate economic growth as well as 
by a realization of the drawbacks of control measures including bureaucratic 
procedures, scarcity of products, political manipulation of the prices, and an 
inability to monitor and enforce price controls. In several countries, greater 
pricing freedom has simplified procedures and reduced the work required by 
the state. It has also provided markets with a greater variety of products, and 
ensured a more stable drug supply. 

But freedom in pricing and trade liberalization has also been accompanied 
by price and expenditure increases, proliferation of products. and excessive 
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promotion leading to overconsumption. While it can be argued that sudden 
price increases are a short-term reaction to price levels which were held 
unrealistically low by governments, there are also concerns that market 
competition and free trade may be insufficient to guarantee price levels which 
promote equitable access to drugs and which can control costs. 


Trade and price liberalization can have a dramatic social impact because 
the prices for non-traded goods (i.e. services) and wage levels will not usually 
rise in a fashion equaling the price increases of traded goods in the short term. 
There exists a legitimate concern that a complete lack of government 
intervention in a liberalization process can result in stimulated economies but in 
deteriorated social outcomes. 


It is partly to protect social objectives that many countries with widely 
varying situations have chosen to maintain some form of price control for 
pharmaceuticals. Of a sample of 23 industrialized countries, all had some degree 
of control, although 10 had limited versions. For developing countries excluding 
Latin America (sample size of 24), only 21% exhibited no involvement in setting 
pharmaceutical prices [35]. 


Therefore, the aggressive liberalization of trade and of controls in several 
Latin American countries tied to efforts to harmonize markets is proving to be 
something of a large-scale experiment which is testing the advantages and 
disadvantages of freer markets for pharmaceuticals in a variety of national 
contexts. 


But changes to pricing mechanisms should not be evaluated only in terms 
of economic efficiency and improvements in trade, for if price control for 
pharmaceuticals is a topic of importance to macroeconomic reform, it is much 
more so to health sector reform. The economies of most developing nations 
are not highly dependent on pharmaceuticals for growth, but these products 
are central to health. In countries where most of the population purchases 
drugs in the private sector, directly out-of-pocket (as is the case of many Latin 
American countries), pharmaceutical price levels relative to real income levels 
become vitally important in determining access to drugs. The containment of 
overall health costs is an issue of growing importance in numerous countries 
and one which is also sensitive to pharmaceutical price levels. 


Health sector reform should not take a second position behind economic 
reform but the two should be considered together as part of a joint effort to 
improve the social as well as economic conditions of countries. Within health 
sector reform, change is focused on creating improvements in equity and access, 
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quality, and efficiency. Significant shifts in Pricing mechanisms must be carefully 
evaluated in terms of how well they can meet these objectives and this requires 
an analysis of both merits and demerits of market forces versus government 
control in pharmaceutical pricing. 


4.2 PHARMACEUTICAL MARKETS 


eee, | POOLE or ote MARKET 


Prices are the means for regulating access in free markets, which are 
themselves, a method by which goods are allocated in response to private 
desires. Although pharmaceuticals are goods which benefit society, they also 
carry significant private value. This private benefit in combination with an ability 
of certain portions of the population to pay gives rise to a demand which 
provides sufficient incentive for the creation of pharmaceutical markets, be 
they formal or informal. 


Given that markets can provide pharmaceuticals to meet the wants of 
some segments of society, the difficulty of eradicating naturally forming markets, 
and the risks associated with unregulated informal markets, it seems reasonable 
that government efforts not be driven to eliminate markets. Rather, governments 
should seek to determine how markets can be incorporated within an overall 
policy formulation to meet the objectives of the health sector. In this way, 
government roles are adapted to reflect what markets can provide, but state 
involvement in markets is also justified to ensure that they function in ways 
compatible with overall health objectives. 


4.2.2 MARKET FEATURES AND PRICES 


In a perfect market, price reflects the balance between supply and 
demand. However, pharmaceutical markets fall short of being perfect in a 
number of ways: 

> information on products which would enhance rational decision 

making is not widely available to consumers, 


> barriers to entry exist (e.g., patents): 
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» many therapeutic class markets are dominated by a few competitors 
and globally a relatively small number of firms account for a substantial 
portion of all sales [35] (oligopolistic conditions); 


>» competitive products are not perceived as perfect substitutes for each 
other. 


There also exist externalities, in the form of public health benefits associated 
with the use of certain drugs, which are not reflected in market allocations. 
Finally, markets are not concerned with the achievement of social objectives 
such as equity because market demand stems from the wants of those who 
can pay, not from the needs of all. For all these reasons, prices in a free 
pharmaceutical market are not properly regulated by supply and current demand 
and are not necessarily at levels which will achieve the appropriate consumption 
of goods with high social value or universal accessibility to essential drugs. 


In oligopolistic situations, market competition is frequently not based on 
price, but rather on promotion or research capabilities. This does not imply that 
the price of competitive products is irrelevant: companies will often use 
competitors’ prices as a factor in determining their own prices. But there remains 
a desire in these situations not to provoke price wars, so that the price levels are 
frequently similar. | 


Prices which are freely set by firms are not usually determined by the cost of 
production plus a fixed margin (cost-plus pricing). The objective of all firms is to 
maximize profit and this is better achieved by allowing prices to reflect variations 
in demand rather than by restricting profits to fixed levels. This implies that some 
products will carry much higher profit margins than others. Products which 
cannot be produced and sold in markets at acceptable minimum profit levels 
are not introduced. 


For research-based multinationals, prices for individual products tend to 
be set by firms in view of the specified overall profitability objectives necessary 
to fund the development of new products to meet expected future demand in 
major markets. For these firms, profitability objectives are global, and therefore 
opportunities to develop markets in some countries where sufficiently high profits 
cannot be realized may be rejected or restricted because more profitable 
investment opportunities exist elsewhere. Furthermore, these firms frequently 
take advantage of transfer pricing practices which artificially inflate the cost of 
local production so as to increase their global profits. 


Trade liberalization and harmonization should result in several downward 
forces on prices in the long term: reduced tariffs, increased competition, and 
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larger markets which enhance economies of scale. But because liberalization is 
often accompanied by an exchange rate devaluation (to maintain the balance 
of payments), the prices of imported Products (affecting both finished 
pharmaceutical products as well as pharmaceutical intermediates) usually 
increase relative to income in the short-term. 


Also, the imperfections inherent in pharmaceutical markets, may limit the 
effects of some of the downward price forces. For example, there is some 
evidence available which indicates that increased volume and economies of 
scale have only marginal effects in terms of reducing pharmaceutical prices 
[36]. Additionally, due to information imbalances and marketing tactics, an 
increase in the number of competitors accompanied by a proliferation of brand 
name products does not necessarily imply an increase in price competition. 


Regions where free trade is encouraged, price control is minimal, and other 
regulatory policies are harmonized should see similar price levels within all 
involved countries. The resulting impact on price levels may be downward for 
some countries and upward for others. 


When trade is liberalized simultaneously with the elimination of domestic 
price controls, it is likely that prices will initially experience an upward shift before 
upward and downward forces on prices balance themselves out. Despite the 
increase in competition and other benefits that come with trade, there remain 
imperfections in markets, at national, regional, and global levels which imply 
that these price levels may not be ideal. Furthermore, there is no guarantee 
that the prices achieved through the market will be affordable to all. 


4 3 GOVERNMENT INVOLVEMENT 


4.3.1 JUSTIFICATION, OBJECTIVES, AND ALTERNATIVES 


Serious though they may be, market failures alone may not constitute 
sufficient grounds for government intervention. But consideration of these failures 
together with the key role that pharmaceuticals play in health and the precept 
that health is a social right does justify a role for government in drug markets. 
The state has a responsibility to ensure product safety, quality, and efficacy, 
equity in access, and that health costs to society are fair. State involvement in 
price control may or may not constitute part of this intervention. 
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When governments do intervene in pricing, they often seek to achieve 
uniformity of retail prices for the same drug across the country, to determine 
prices which will ensure affordability and equitable access, and to limit 
unnecessary Consumption and rapid price growth so as to avoid excessive costs 
resulting in undue societal burdens. In low-income developing countries the 
emphasis is on improving access, while in industrialized nations the focus it is on 
cost-containment. Many mid-income developing countries face both challenges. 


But just as there are market imperfections, there are imperfections associated 
with government setting of prices. The process can be difficult and prone to 
political manipulations. Furthermore, the successful enforcement of these 
measures is frequently problematic. Essentially, these mechanisms may prove 
to be overwhelmingly cumbersome, especially in countries with limited resources 
to dedicate to this. 

Altematives exist which can achieve the same goals as price control. Access 
can be improved through shifts in financing methods such as the expansion of 
insurance coverage. Price competition can be enhanced in markets through a 
wider availability of information, the use of compulsory licensing for products 
with limited competition, and the use of generic names in prescribing and 
labeling. Pharmaceutical expenditures can be controlled through a variety of 
means (Table 6), although the choices available in each country will depend on 
finance and supply modalities. 


Table 6: Examples of Measures for Controlling Drug Expenditures 
———————————————————— 


° Bulk purchases including tendering and pooled procurement 
* Capping of expenditures 


¢ Drug selection including positive lists such as an essential drugs list, and negative lists 
focused on excluding certain products 


* Marketing and advertising restrictions intended to reduce prices and rationalize 
consumption 


¢ Prescribing controls or incentives 

¢ Direct or indirect (through social insurance) price control 
¢ Promotion of rational use 

¢ Use of generic names 


e User fees and copayments 


Source: adapted from [24] 
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Price control alone is not the solution to the problems of equitable access 
and cost-control. It merits emphasizing, however, that price control should not 
be excluded as an option based on a renunciation of health objectives in favor 
of an unquestioning faith in free markets nor due to a view that this involvement 
will distort market prices from an existing ideal (imperfections have already 
shifted prices away from this ideal). Furthermore, because markets are imperfect 
and will not necessarily achieve social priorities, government involvement in 
some form—be it in controlling or overseeing prices or in stimulating competition 
and regulating markets or both—is essential. 


In the end, the decision of whether or not state price control is desirable is 
a country-specific decision which should be made by considering a larger set of 
possible actions: Can price control help achieve the goals of the health sector 
more effectively and efficiently than other options? 


4.3.2 CONSIDERATIONS 


The experience of industrialized countries has demonstrated that price 
control, when properly enforced, can be effective in maintaining low prices 
[24]. But controls still may not be able to yield the desired results in terms of 
equity and efficiency. These mechanisms, in effect, subsidize the cost of drugs 
for the entire population, although there may exist many individuals who can 
afford to pay the cost of their medications and subsidize the costs of others. If 
countries do opt for government control of pharmaceutical prices several issues 
should be carefully considered. 


In an overall context, the lowest possible price may not be the most 
desirable. For example low prices may drive excessive consumption, thereby 
actually increasing pharmaceutical expenditures. Low prices may also not 
provide sufficient economic incentives for producers of drugs low-cost products 
sold by generic name to enter the market, and thus will limit price competition. 
The proper objective should be the attainment of the “right” price which will 
properly balance sometimes conflicting factors in the context of national situations 


and needs. 


The degree and nature of control can vary considerably. It may well be 


that limited degrees of control are useful but that these benefits do ss necessanily 
grow with increasing degrees of intervention. A realistic BYOUGTON shourd be 
made of the resources available to develop andimplement pncing mechanisms 
as well as of the difficulty of enforcing regulation. Limiting the products wos 
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prices are controlled to those which are most essential and/or contribute most 
to pharmaceutical expenditures can be particularly effective in terms of 
optimizing impact when resources are limited. Another option may be to allow 
free pricing, but to monitor price levels to ensure that they are not excessive. In 
Latin America, recent evidence seems to indicate that those countries with 
intermediate price control schemes (involving some market freedom and some 
government involvement) are the most satisfied with their results [20]. 


Further considerations to take into account include: 


» What is the primary objective (e.g., equitable access, cost- 
containment) ? 


How are health and pharmaceuticals financed? High degrees of 
private-out-of pocket payments make pricing issues more important 
in obtaining equitable access. Insurance plays a particularly important | 
role as it may diminish the equity concerns but may enhance cost- 
containment needs while offering new options for controlling prices 
through reimbursements. When governments are direct or indirect 
purchasers drugs, price control may be easier to implement. 


VW 


» What is the price elasticity’ of the market at different income levels? 
For cost containment purposes, the more inelastic the overall demand, 
the more price controls can be justified. Conversely, elasticity in demand 
will imply that price control mechanisms will cause overall expenditures 
to increase by stimulating overconsumption. 


> To what extent will changes in prices improve or decrease product 
availability throughout the country? 


» What constitutes a fair return for industry? To what extent does the 
research which is frequently used to justify higher prices benefit the 
population of a country? How should transfer pricing practices be 
addressed? 


Regardless of the choices made concerning price control, they should be 
evaluated on a regular basis because evolving health systems and national 
environments may require concomitant changes in pricing mechanisms. 


In addition, different countries assign the responsibility for pricing decisions 
to varying bodies within the government. Regardless of the organizational and 


3 Demand elasticity is defined as a percent change in quantity demanded resulting from a percent change 
in price. A demand elasticity greater than one is elastic; less than one is inelastic. 
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administrative situation, and because of the importance of pharmaceuticals 
fo health, it is clear the ministries of health should have a significant role in 
pharmaceutical pricing decisions. 


4.4 Price CONTROL OpTIONs 


4.4.1 MECHANISMS 


Governments may regulate prices directly or indirectly through the 
mandates of social insurance schemes. Three commonly used alternatives to 
control producers’ prices are presented in Table 7. 


Most LAC countries with government involvement in pharmaceutical price 
setting have chosen cost-plus pricing (with widely varying degrees of control) 
for producers’ products [20], but many industrialized countries which maintain 
price control mechanisms are moving away from this alternative to other less 
resource intensive options which may also be less susceptible to accounting 
manipulations. 

Although they are frequently overlooked, distribution margins also contribute 
directly to pharmaceutical costs, and perhaps more importantly, can influence 
which products are purchased and total pharmaceutical consumption. Options 
for controlling these margins are described in Table 8. 


Table 7: Forms of Control on Producers’ Margins 


Control | Description Comments 


cost-plus «Prices ore negotiated between the _ May be difficult to obtain actual 
pricing | manufacturer and the national information and transfer pacing Can 
 guthority based on costs of research. | distort the true costs. Susceptible to 


; production, marketing and an manipulation by occounting practices. 
ollowance for profit per product. ) 


Prices set by comparison with prices | orcad ere oe does er mo ) 


of other drugs. internal reference 


| feference 
PO rena’, prices uses similar drugs on the national | as anindirect price control wit ot 505 


morket. External reference prong _ establishment of rembursement levels for 
uses same or similar drugs sold in other drugs by social insurance schemes. 
countries. 

| Depends on occess to reasonable 


| 
: 
| pricing 


ofit-based Control of overall profits or return on 
| capital investment ono compoany-by- | company finonac! rae 
company basis Susceptible to manipulation 
accounting proctices . 


Source: [24] 
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Table 8: Forms of Control on Distributors’ Margins 


Control Description Comments 
Mechanism 


Wholesalers and retailers add a fixed | May encourage the sale of 
percentage to price. more expensive items. 


cost + fixed 
percentage 


Provides incentives to sell less 


cost + declining The more costly the drug, the lower 
expensive items. 


percentage the percentage mark-up. 


cost + fixed Fixed fee per prescription. 
dispensing fee 


cost + differential Fee paid per prescriptioin is 
dispensing fee higher for unbranded generic 
products. 


Reduces the incentive to 
prescribe higher priced drugs. 


Encourages the use of 
generics. 


Source: /24] 


Although some countries such as Chile, Guatemala, and Brazil do not control 
pharmacy margins, many other countries do and typically cost-plus-a-fixed 
percent is the mechanism which is stated to be used [20]. But since it can be 
extremely difficult to enforce these margin levels, in reality market mechanisms 
may predominate more than would seem immediately apparent. 


In view of this, another option available to countries choosing to regulating 
both producers and distributors is to set maximum allowable prices for drugs 
using either reference pricing or cost-plus mechanisms to estimate the producers’ 
portion of the price and a survey of distribution margins or fixed margins to 
estimate the portion attributed to the supply chain. The actual shares which 
correspond to producers and to distributors are negotiated between them and 
are not determined by the state. This pricing method reduces the state role in 
enforcing regulation at all levels of supply and, as such, may represent a more 
realistic measure. However, it may also provide incentives to distributors, who 
Will probably still receive a percent of the selling price, to sell more expensive 
products. 


4.4.2 PHARMACOECONOMIC EVALUA TIONS 


Pharmacoeconomics seeks to maximize the value obtained from drug 
expenditures through the evaluation of costs and outcomes. One potential 
application of this is in the selection of a list of essential drugs; another is in 
government control of producers’ prices. 
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The use of pharmacoeconomics is a growing trend in industrialized countries 
Hospitals and managed care organizations, among others, use these techniaues 
to create drug formularies. At the national level they are utilized by governments 
as a consideration in pricing or in reimbursement judgments, but are not 
incorporated into market approval decisions. It was the Australian government 
which first formally included pharmacoeconomics in its regulations in 1993. 


Although the fundamental concept underlying pharmacoeconomics—to 
obtain more with limited resources—is widely accepted as desirable, there exist 
some important considerations concerning its application to pricing decisions. 


The first concern is a practical issue. Although the burden of performing 
these studies can be placed on the industry, regulatory agencies must analyze 
all such evaluations in terms of their design and assumptions before accepting 
their conclusions. This is both time consuming and resource intensive, and may 
not be feasible on a large scale for some developing countries. 


There is also a fundamental issue pertaining to context. 
Pharmacoeconomic-based or value-based pricing decisions can only yield true 
benefits to society as a whole if health and pharmaceutical coverage are 
integrated and available universally. Reform should aim at making this coverage 
available, but in many countries this is not yet the case. Without this coverage, 
the use of pharmacoeconomic data may actually aggravate inequities and 
inefficiencies. 


For example, a high price may be accepted for an outpatient drug which 
reduces the need for surgery on the grounds that the expenditures for the drug 
will still be less than those for the invasive procedure, thereby reducing overall 
health expenditures. But, if surgery is covered by insurance or is provided at 
subsidized costs in public facilities and the drug is not, or is covered only for 
some individuals, difficulties arise. Only the more affluent or those with access 
to insurance will be able to use the drug and even these individuals may choose 
not to do so if surgery is viewed as a significantly cheaper option. All those 
individuals who cannot afford the medicine will see surgery as their only viable 
option. Society can only benefit if the price of the drug does not limit access to 
it. 


Finally, there exist issues linked to both ethics and overall resource constraints 


which are most pertinent in the pricing of new therapies with no row 
alternatives. Examples of these can be found in the pricing of new vaccines or 
drugs to treat diseases such as AIDS. To what extent should the price of ah: drug 
reflect its value in terms of saved lives and misery os determined by 
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pharmacoeconomic studies? The reality is that the monetary resources of 
societies, be they rich or poor, are insufficient to meet the expenditures of 
necessary drugs if the cost of these attempt to reflect the value of what is priceless: 
life. Pricing decisions based on “perceived social value” will inflate what may 
already be high, but justifiable prices (allowing producers’ a fair economic return 
on their investment and risk), and reinforce inequities because societies will most 
likely be unable to cover the cost for all. This form of value-based pricing can 
result in the most useful products being the least financially accessible. The 
invaluable nature of pharmaceuticals and their central role in health should not 
be exploited in efforts to maximize profits. 


Given current situations, many countries will find pharmacoeconomic 
studies best suited to decisions involving drug and therapy selection rather than 
drug pricing. 


4.5 RECOMMENDATIONS AND CONCLUSIONS 


TRADE LIBERALIZATION AND HEALTH SECTOR REFORM 


» The macroeconomic benefits of trade and price liberalization for 
pharmaceuticals should not overshadow the important role that drugs 
have within the health sector, and the need for these products to be 
affordable. Drug pricing alternatives should be evaluated in terms of 
their impact on health sector reform objectives: equity and access, 
efficiency, and quality. 


ROLE OF MARKETS IN HEALTH AND PHARMACEUTICALS 


* The role which pharmaceutical markets can have in achieving health 
sector objectives should be analyzed and the results explicitly 
incorporated within an overall policy for the pharmaceutical sector. 


Health and pharmaceutical markets are characterized by a number 
of imperfections and do not necessarily yield outcomes reflecting social 
priorities. 
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GOVERNMENT INTERVENTION JN MARKETS 


» Market failures together with the key role that pharmaceuticals play in 


health and the precept that health is a social right justify government 
intervention in drug markets. 


» Price control should not be viewed as the only solution to the problems 
of equitable access and cost-control. 


» The decision of whether or not governments should be involved in 
setting pharmaceutical prices depends Upon an evaluation of the 
effectiveness and efficiency of these actions in achieving the desired 
health sector objectives compared to other alternatives. 


» Should governments choose to implement price controls, realistic 
consideration should be given to available resources and difficulties in 
implementation. Limited, but more successful measures are preferable 
to comprehensive but unrealistic ones. 


» If markets are used to set prices, governments need to be involved to 
promote price competition and market efficiency. 


FRIGE..C ONTROlLax I PHIONS 


>» A variety of alternatives exist for setting producers’ prices and 
distributors’ margins. The choices should reflect practical realities in 
terms of resources available and ability to implement. 

> Pharmacoeconomic analysis applied to pricing decisions is generally 
inappropriate for countries without universal, comprehensive health 


coverage (pharmaceuticals as well as other services). Many countries 
will find these evaluations best suited to drug and therapy selection, 


not to pricing decisions. 
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DRUG GENERICS STRATEGIES 


5.1 GENERICS STRATEGIES IN THE CONTEXT OF 
REFORM 


SP CONCEPT ANDY BENEFITS 


Generics strategies are based on two main features: The widespread use 
of nonproprietary or generic names for pharmaceuticals, and the availability of 
a selection of equivalent products (generics) which can be identified as substitutes 
foreach other and compete based on price. Since the term “generics” is vague, 
in this document, “unbranded generics” refers to those products sold exclusively 
by generic name and “pharmaceutical equivalents” denotes the broader 
category which incorporates all equivalent products whether they are marketed 
under their generic names or by trademark (“branded generics").* Also 
fundamental to a generics strategy is the rational selection (including price 
considerations) and use of these products to reduce unnecessary expenses, and 
thereby improve access to needed drug treatments. 


Because unbranded generics can be considerably cheaper than their brand 
equivalents (often 50% to 70% of the brand price), the potential for reducing 
drug costs and enhancing affordability is substantial [35]. Figure 7 presents some 
additional comparisons between products marketed under their generic name 
and brand name products. 


Not all drugs have pharmaceutical equivalents. Most notable among 
these are those covered by product patents. Nonetheless, the majority of drugs 


generics because, although branded 
disadvantages: 1) Marketing costs are usually higher, 
limit substitution and also result in higher prices; 3) a 
fusion, promote irrational drug use, and limit 


A generics strategy optimally promotes the use of unbranded 


generics may stimulate competition, there exist 
thereby increasing price; 2) brand loyalty may 
proliferation of brand names on the market can create con 


price competition. 


— 
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on the WHO Model List of Essential Drugs are free from patents thereby making 
a generics strategy fully compatible with other efforts to improve access to 
essential drugs. 


Figure 7: Price Comparison for Selected Products : Unbranded Generic Vs. 
Brand (Colombia, 1992) 
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Source: from [37] 


In terms of the health sector, generics strategies can help meet the 
objectives of reform by improving affordability, reducing costs, increasing choice, 
and helping to rationalize both the selection and use of pharmaceuticals. From 
an economic point of view, comprehensive generics strategies may actually be 
easier to implement as economies liberalize because the potential and rewards 
of market competition based on price increases. Since these strategies make 
markets more competitive and efficient and can contribute to the goals of 
improved equity, quality , and efficiency in health they are of significant value 
as reform measures. The current changes occurring in economies and health 
sectors throughout Latin America represent excellent opportunities to introduce 
and benefit from these strategies. 


5.1/1.2 PUBLIC AND PRIVATE SECTOR IMPLEMENTATION 


Generics policies are frequently associated with the public sector and with 
the substantial cost-savings which may be realized through the competitive 
bulk procurement of drugs sold by generic name in international markets. But 
these strategies can be just as beneficial in the private sector because they 
Promote efficiency within pharmaceutical markets by reducing imperfections. 
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With a successfully implemented strategy, competitive products are perceived 
as substitutes for each other, more information on products (particularly pricing) 


is clearly available, and increased competition reduces the domination ofa 
few competitors. 


Consequently, as with health sector reform in general, a generics policy 
will be most successful and yield the greatest benefit if it is comprehensive; that 
is, implemented in both public and private sectors to cover all socioeconomic 
groups. The public-private separation is artificial because health professionals 
may be active in both sectors and patients may receive prescriptions in the 
public sector to be filled in the private sector. The general acceptance of a 
generics strategy by health professionals and patients alike is made more difficult 
when the use of unbranded generics is deemed appropriate only for the most 
marginalized groups of society. Because in many countries the vast majority of 
pharmaceuticals are obtained in private markets, without widespread 
acceptance covering both sectors, the benefits of generics strategies in terms 
of cost-savings and improved accessibility can only be minimally realized. 


et REATING« Meee ESSEUL S 1 pment 


The elements which can be used to promote a generics strategy and ensure 
its success are summarized in Table 9 and are discussed below. A recent PAHO/ 
WHO publication also provides a review of many of these measures [38]. 


5.2.1 SUPPORTIVE LEGISLATION AND REGULATION 


Provisions requiring nonproprietary names to be clearly presented on all 
drug labels and all drug information and advertising are essential if comparisons 
among pharmaceutically equivalent drugs are to be made. 


A number of other legislative or regulatory measures Can be created to 
encourage or require prescribing of generics and or generic dispensing. It may 
prove more acceptable to introduce these measures gradually. For example, it 
is possible to start by first allowing generic substitution (a brand name product 
may be replaced by any pharmaceutically equivalent product) by pharmacists 
and to evolve towards enforced prescribing by generic name. 


Registration procedures for pharmaceutical equivalents may be streamlined 
and given priority to ensure rapid access to markets. 
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However essential legislation is, however, the success of a generics strategy 
can be attained by simply promulgating legislation. Unfortunately, the examples 
are many of countries which have developed legislation arid have not gone 
much further. A generics strategy is not a series of unenforceable mandates. It 
is strategic process, requiring regulatory support, which in its formulation takes 
into account the many hurdles which exist and through negotiations and 
incentives finds ways to overcome them. 


Table 9: Mechanisms for Promoting a Generics Strategy 


——— oe 
Supportive Legislation and Regulation 


* abbreviated registration procedures (focus on drug quality) 

* product development and authorization during patent process 

* provisions which permit, encourage, or require prescriptions using generic names and 
substitution by pharmaceutical equivalents (generic substitution) 

* requirements that labels and drug information contain generic names 


Quality Assurance Capacity 

* development of substitution, non-substitution lists 

* procedures to demonstrate bioequivalence 

* national quality assurance capability 

* national drug manufacturer and drug outlet inspection capability : 

Professional and Public Acceptance 
involvement of professional associations in policy development : 

phased implementation, beginning with permission to substitute 

required use of generic names in all education and training of health professionals | 

brand-generic and generic-brand name indices available to health professionals 

required use of generic names in clinical manuals, drug bulletins, and other publications 

widespread promotional campaigns targeting consumers and professionals 


Economic Factors 
* public and professional price information : 
¢ reference pricing for reimbursement programs 
* retail price controls that favor generic dispensing 
* support by social and private health insurance organizations : 
* incentives for the drug industry producing unbranded generics 
* trade-offs with industry (reduced price regulation, increased patent protection) 


eee” 


Source: [28] 


5.2.2 QUALITY ASSURANCE 


In uninformed markets, consumers may use price, packaging features, and 
brand names as indications of quality because they have few other means by 
which to make product decisions. For pharmaceuticals, this translates into a 
view (often reinforced by marketing tactics) that lower-priced. pharmaceutical 
equivalents, particularly those sold exclusively by generic name, are necessarily 
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of a quality inferior to the brand name Products sold by large, well-known firm 
This is a false perception. Not only can small manufacturers produce at 
products, several multinational firms produce “generic” versions of their own 
drugs which are indisputably identical to the original brand name products 


The first and most essential step towards dispelling views that products 
sold by generic name are of inferior quality is to ensure unequivocally the quality 
and efficacy of all pharmaceutical products on the market. A generics strategy 
without this guarantee of quality has little sense. But more importantly, public 
health objectives cannot be met without this assurance because all products, 
including brand name drugs produced by well-known firms can suffer from quality 
issues. 


For pharmaceutically equivalent products, it is essential to demonstrate 
that they are indeed equivalent. The ideal is to be able to assure clinical 
equivalency through in vivo tests, but many countries lack the resources and 
facilities to carry out these studies. An alternative is a progressive approach in 
which regulatory agencies first focus on assuring equivalency of composition, 
purity, and physical availability as determined by tests on disintegration, 
dispersion, and dissolution. Over time and as resources become available, 
agencies work towards assuring bioequivalence through in vivo trials. 


Regulatory measures to ensure quality are sometimes misperceived as 
unnecessarily restrictive and expensive hindrances fo free markets, but these 
functions take on increasing importance as markets expand and become more 
dynamic. Markets are economic instruments which should function within the 
bounds dictated by society. The ethical obligations of industry and governments 
to ensure that drugs are safe and of good quality remain a constant throughout 
any reform process. Furthermore, an investment in quality actually benefits 
pharmaceutical firms by increasing public confidence in their products and is 
essential to expanding access to international markets. 


The ability of regulatory agencies to inspect and control quality should be 
strengthened, particularly as economic reforms increase the vitality of the market. 
This implies that human resources in this area should not be reduced, but 
supplemented. Dramatic increases in public health budgets are not required, 
as many of these activities can be self-financed through appropriately ceignes 
registration fees. The strengthening of regulatory agencies is a reves low- 
cost measure which yields significant gains in terms of health and can improve 
private sector competitiveness in a global pharmaceutical morket. 
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5.2.3 PROFESSIONAL AND PUBLIC ACCEPTANCE 


The widespread use marketing and advertising as competitive weapons 
in a market with information distortions makes it difficult to promote the use of 
unbranded generics. The response lies in making impartial information conceming 
prices and quality widely available so as to stimulate consumer interest in these 
products. 


Aggressive public marketing campaigns may prove fundamental to 
creating demand for products sold by generic name. The sum of these efforts 
should cover the larger population and highlight the concept of therapeutically 
equivalent products and the ways in these can reduce costs. Very importantly, 
these promotional efforts should also discuss measures for quality assurance and 
emphasize that these are pertinent to all products. Issues regarding drug selection 
and information on rational drug use should also be incorporated, as these will 
reinforce generics strategies and lead to improved health benefits in their own 
right. 


Professional education in this area starts with the use of nonproprietary 
names throughout training. The availability of brand-generic name indices (with 
price information) can be of great Utility. Furthermore, requirements can be 
established concerning the use of nonproprietary names in all information 
material which can be controlled at a nationa! level. But all these measures will 
fail to be effective if medical personnel lack confidence in the quality of 
pharmaceutically equivalent products. The availability of clear information on 
these matters is fundamental. 


Physicians, pharmacists and other professionals who may see their decision- 
making power or their incomes diminished frequently resist generics strategies. 
The concerns of these various interested parties should be addressed early in the 
process of formulating strategies. For example, efforts to redefine distribution 
margins so that the revenue of pharmacists does not suffer if they dispense low- 
Price drugs can be particularly useful. The goal is to arrive at a “social pact" 
which will facilitate smooth implementation. 


5.2.4 ECONOMIC FACTORS 


Demonstrated economic incentives benefiting producers, prescribers, 
distributors, and consumers are fundamental to the success of a generics strategy. 
some of these, such as appropriate distribution margins, have already been 
mentioned. 
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Generics policies seek to change the rules governing the market—from 
non-price competition to price competition. These adjustments are resisted, 
sometimes vehemently, by those firms which are organized to compete based 
on marketing. But even if shifts in competitive strategies are required, the situation 
for the industry is not bleak. Countries such as Germany, the United Kingdom, 
and the United States have both strong pharmaceutical industries and significant 
market penetration by pharmaceutical equivalents. The increasing extension 
of patent protection® in many countries provides research-based firms with 
additional opportunities to recuperate their costs. The production of unbranded 
generic pharmaceuticals is a profitable venture, and governments may choose 
to stimulate the creation of such an industry by providing further economic 
incentives, such as tax reductions. 


Greater price competition in markets can reduce the need for government 
intervention in pricing decisions while continuing to assure affordability to 
consumers. In fact, the issue of producers’ price controls and its link to generics 
strategies merits careful consideration. If strong controls exist and are successful 
in limiting the prices of brand products to very low levels, market incentives for 
producers of low-priced drugs to enter the market will be stifled. It is not entirely 
coincidental that most industrialized countries with relatively high market shares 
(volume) attributed to generic (pharmaceutically equivalent) products have 
limited or moderate price control measures [24]. 


Insurance (social or private) programs can also significantly promote a 
generics strategy by using only nonproprietary names in their formularies and by 
basing payments or reimbursements for drugs on reference pricing (e.g., the 
costs of the lowest priced products among a group of therapeutically equivalent 
drugs). 


5 The Uruguay Round of trade negotiations as part of the General Agreement on on oe 
(1994) will impact the availability of multisource pharmaceuticals for newer PrOeNcss tee 


countries must recognize pharmaceutical patents. 
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In Latin America, several countries already have some legislation relevant 
to generics strategies, but in most cases the implementation is limited and 
sometimes extends only to the public sector. Overall, the results indicate that 
lower prices have been observed where legislation exists, but problems such as 
a lack of confidence in product quality have also arisen [20]. 


The experiences of other countries which have introduced generics strategies 
affecting the private sector demonstrate that the difficulties involved in 
implementing these strategies should not be underestimated (Pakistan, Nigeria, 
Philippines). Setbacks, however, do not necessarily imply long-term defeat if 
policies are viewed as processes, are adapted to respond to problems, and are 
supported with persistence over the course of many years. 


Chile has a long history of innovative efforts to promote rational drug 
selection and use. The National Formulary was developed in 1969 and listed 
drugs by generic name. The country also has had success in establishing 
pharmaceutical enterprises which produce unbranded generics listed in the 
National Formulary and supply both the public and private sector. Several 
multinational pharmaceutical companies have also started producing 
pharmaceutical equivalents in the country. During the 1980s, periods of 
€conomic crisis which resulted in rising prices for brand drugs but relatively stable 
prices for the unbranded generics, bolstered the popularity of the latter and 
have resulted in their taking a 14.2% market share (value) in 1992 ([38], [39]). This 
compares very favorably to the market shares for pharmaceutically equivalent 
Products achieved in industrialized countries (Table 10). 


Table 10: Market Share of Pharmaceutically Equivalent Products Lees) 


Austria 3 

Denmark 1] 

France Oi7 60-70 | 

Germany 22 I. : 

Italy 3 3S 

Netherlands 24 

Portugal <] a0 | 

UK 10 a | 
Western Europe 10.5 40 

Canada 12 | 

USA 9-10 25 

Japan 1 90 | 
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In the United States in 1994, pharmaceutical equivalents represented half 
of the market in volume. And although this market share is significant, the process 
leading up to this has been bumpy and long. In the late 1950s there was 
widespread resistance to the use of pharmaceutical equivalents. From 1953 to 
1959, forty-one states passed anti-substitution laws which prohibited retail 
pharmacists from providing patients with any medicine other than the exact 
product, as specified by brand name, written on the prescription ([41],[42]). 


But the situation in hospitals and in the military was different. Many nonprofit 
hospitals had developed formularies which selected products and identified 
them by generic name. Hospital pharmacists, in many cases, were allowed to 
substitute a pharmaceutically equivalent product for a brand name product. 
Meanwhile, during the same period the Military Medical Supply Agency which 
provided pharmaceuticals to the military services (and to congressmen and 
other high level government officials served by military health facilities) was 
purchasing products from low-cost suppliers through the use of bids specifying 
drugs by generic name [42]. 


When, in the 1960s it was suggested that welfare recipients be treated 
with the low-cost pharmaceutically equivalent products, one senator, wondering 
why these products were not more widely used, questioned “whether there was 
one standard of drugs for Congressmen and welfare patients and another for 
ordinary citizens?” ([42], p. 67). The American Pharmaceutical Association, in a 
change of position, called for a repeal of the anti-substation laws in 1971. And 
although other professional organizations continued to oppose the use of low- 
cost pharmaceutical equivalents, consumers began to see value in these 
products due to the savings which could be realized [41]. 


During the 1980s brand drug prices rose rapidly relative to inflation and in 
response to this, many states not only repealed anti-substitution laws, but 
promulgated measures which encouraged generic dispensing. The 1984 Drug 
Price Competition and Patent Restoration Act (Waxman-Hatch Act) amended 
the regulatory process for pharmaceutically equivalent drugs, allowing these to 
enter the market more quickly following patent expiration of original products 
while also granting an extension of patent life to these latter. This nos been 
accompanied by the expansion of managed care health providers wi use 
formularies and select pharmaceutical equivalents based on cost-effectiveness 
considerations. The result has been a steady growth in the use of low-cost 


pharmaceutically equivalent products [28]. 
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5.4 RECOMMENDATIONS AND CONCLUSIONS 


GENERICS STRATEGIES AND REFORM 


» Drugs generics strategies contribute to health sector reform by improving 
affordability, reducing costs, increasing choice, and helping to 
rationalize both the selection and use of pharmaceuticals. 


PUBLIC-PRIVATE IMPLEMENTATION 


» The benefit to the public sector of competitive bulk procurement by 
generic name is widely accepted. 


» Generics strategies drive pharmaceutical markets towards greater 
efficiency by enhancing the availability of information and increasing 
price competition. 


» Widespread acceptance, covering both public and private sectors, is 
required for the benefits of generics strategies to be fully realized at the 
national level. 


CREATING SUCCESSFUL STRATEG/ES 


» Anumber of factors are necessary to promote generics. These can be 
categorized in four areas: 


1) supportive legislation and regulation; 
2) quality assurance; 
3) professional and public acceptance: 
4) economic factors. 


» Generics strategies involve much more than legal mandates; they are 
processes requiring regulatory support and enforcement which must 
respond to the concerns of involved parties and provide adequate 
economic incentives. 
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LESSONS FROM EXPER/ENCE 


» Generics strategies affecting the private sector can be difficult to 
implement. Adaptive policies focusing on quality and providing 
economic incentives to concerned parties over a span of time are 
vital to achieve success. 
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Both health and economic reforms will necessarily affect the way drugs 
are used—which drugs are chosen, how frequently they are used, how many 
are consumed and for which reasons. Market liberalization policies can bring 
with them certain concerns in this regard. Greater freedom and greater 
economic returns frequently result in increases in both the number of drugs 
available and in the number of retail outlets. Advertising and promotional 
activities also tend to increase. These and other factors drive changes in 
consumption patterns which may be undesirable. 


For example, they may emphasize social perceptions focused on the 
curative aspects of health and can foster a dependency on drugs as a quick 
solution to health problems. Why spend time and energy preserving health when 
greater accessibility to a wide number of drugs provides “instant solutions” to 
health problems? 


Rational drug use comprises all areas dealing with the proper selection, 
storage, and use of medications for therapeutic treatment. But in truth, rational 
drug use begins far before this because itis promoted by all preventive measures 
which can ensure health and reduce the need for drugs. Fundamental to the 
appropriate use of drugs is the concept that medicines should not replace the 
efforts of patients to maintain their health. 


Problems in the area of drug use usually arise due to insufficient knowledge. 
misinformation, lack of confidence in medical advice, forgetfulness, inadequate 
access to health services and drugs, or some combination of these. The types of 
issues Encountered cover an extensive range: Improper drug SOeC Ia and 
prescribing, lack of patient compliance with therapy, drug Aaabehieniit drug 
underutilization, unintended therapeutic duplication, drug interactions, disease 
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or allergy contraindications, improper storage resulting in reduced efficacy and 
possible undesirable reactions. At best these problems result in overspending; 
at worst they lead to serious and undesirable health consequences as well as to 
an unacceptable and unnecessary loss of resources in fiscally restrained systems. 


Health sector reform seeks to ensure access, quality, an efficiency in the 
health sector. This requires a continued focus on preventive measures and personal 
responsibility, as well as efforts to provide the best possible curative services 
when they are called for. Within health sector reform, the reasons for incorporating 
activities which promote rational drug use involve both ethics and economics. 
It is important for each individual to receive maximal curative benefit with 
minimal risk from medical treatments. The ethical precepts which underlie this 
goal are valid regardless of any other considerations. But additionally, society 
needs to maximize health benefits to the population vis-a-vis its drug expenditures. 
This need forms the link between rational drug use and economic issues, and is 
the basis of the discussion which follows here. 


6.2 THE Cost-BURDEN OF IRRATIONAL Druc Use 


Given the sum of choices which must be correctly made for drugs to be 
used appropriately, it is not difficult to imagine that irrational drug use is Common 
problem. A number of studies, highlighting inappropriate prescribing, dispensing, 
and use of drugs in various countries throughout the world confirm this. Although 
the nature of the problems and their severity differ, it is fair to say that irrational 
use is widespread. 


Many economic arguments link improved prescribing and compliance with 
reduced pharmaceutical expenditures. Irrational prescribing can lead to higher 
pharmaceutical expenditures due to the inclusion of unnecessary or inappropriate 
products, unnecessarily expensive products, and excessively high doses or long 
treatment periods [37]. In many developing countries, prescriptions for five or 
more drugs are not uncommon [43]. Data from one study indicated that 
pharmaceutical spending in health centers could have been reduced by as 
much as 70% if treatment recommendations had been followed [44]. 


Patient noncompliance with therapy also accounts for a significant amount 
of waste. In industrialized countries, studies have shown that compliance rates 
may be as low as fifty per cent, and it is difficult to imagine that the situation is 
better elsewhere [43]. Although very little actual research exists, it is possible to 
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estimate, based on assumptions supported by studies such as those mentioned 
that the likelinood of proper drug selection and proper use leading toa deannte 
outcome is in the range of 20-40% in many country. Clearly, in times of fiscal 
restraint and limited household budgets, the idea that over 60% of treatments 
may be irrational and wasteful is more than worrisome—it is a problem of critical 
proportions. 


But a more comprehensive view reveals that, in economic terms, this is 
only part of the problem. Other expenditures which could have been avoided 
if the right therapy had been used need to be considered. These include, but 
are not limited to, increased use of health facilities, increased drug resistance, 
the spread of disease to other individuals, and lost days of work. The magnitude 
of these indirect costs frequently exceeds that of the Original excessive or wasteful 
expenditure on the drugs themselves. 


Therefore, particularly with the high levels of irrational drug use which appear 
to prevail, the total costs associated with the improper use of drugs may not be 
fractions of overall pharmaceutical spending, but rather multiples of it. Since, 
in most countries drug expenditures usually account for just under 1% of GDP 
[10], it is not unreasonable to estimate that the unnecessary costs due to irrational 
drug use arrive at or exceed this level. 


When true societal costs are considered, irrational drug use appears to be 
the largest contributor to waste in the area of pharmaceuticals and may have 
a notable, negative impact on the overall economy of a country. Since even 
relatively low degrees of irrational behavior can result in high social costs, efforts 
to improve the use of drugs should be designated as priorities. 


6.3 IMPROVING RATIONAL DRUG USE 


Spending dedicated to improving rational drug use is very useful social 
investment both in terms of health and long-term cost savings. There is urgency 
in developing and implementing comprehensive strategies in this area, because 
unless addressed, the problems associated with the improper use of drugs can 
only increase in scope and negative impact due to growing population figures 
and the very improvements in affordability and availability which drug polices 


and health sector reform seek. It is for this reason that the incorporation of 


interventions to improve rational drug use within a larger national drug policy 


and within the health sector reform process is essential. 
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6.3.1 STRATEGIC APPROACHES 


Irrational drug use is not limited to one area of the health sector, therefore 
strategies should be designed to cover both the public and private sectors as 
well as self-medication and prescribing habits. What requires changing is the 
knowledge and behavioral patterns of the larger societal matrix comprised of 
individuals, households, communities, health professionals, educational 
institutions, and industry. 


But because financing for interventions is necessarily limited, priority areas 
need to be identified and targeted. From a health economics perspective, these 
areas should be those which are expected to yield largest improvement in social 
benefit (or reduction of unnecessary social costs) for the money invested. The 
choices will vary from country to country but some possibilities are: 


» interventions which make initial product selection more rational (e.g. 
widespread diffusion of the essential drugs concept, formulary lists, 
banning of unsafe drugs, clearly visible generic names on alll 
packaging): 


improved access to and education on drugs which, if not used or 
Used incorrectly used, lead to significant health and lost-work costs; 


VW 


» focus on drugs which are the most misused: 


» improved access to and education on drugs to treat serious 
communicable diseases; 


» focus on those groups in society who use the most drugs; 


» focus on people influencing the medication decisions of others 
(depending on the society, mothers may have a significant role here). 


There are several tactics which can be used to improve the rational use of 
drugs and these are further discussed in Table 11. 


Additional information describing in detail methods for quantifying drug 
needs, training and influencing prescribers, and improving patient education 
exist ([46], [47], [48], [49], [50], [51], [52]). 


Unfortunately there is little information currently available which can provide 
cost-effectiveness information concerning these interventions. What is known is 
that it is not simply an issue of evaluating each action on its own because many 
measures, such as making available formulary lists and therapeutic guidelines, 
become significantly more useful when they are implemented together with 
other interventions. Further studies in this area are urgently required. 
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naiferegier” | inter er onsaaigieMMmcerEge |e ctsuaqtbneRegreEs <r om ace Examples | 
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Educational | * Formal & continuing | © Improved 
har 
ahh ahaa ities Pharmacotherapy training for 
¢Printed material ¢ Newsletters 
*Face-to-face contact * One-on-one public health detailing; 
group lectures 
¢ Media ° Radio & television 
Managerial | « Selection * Essential drugs lists 
¢ Procurement & distribution ¢ Morbidity-based quantification 
° Prescribing & dispensing ° Formularies and treatment guidelines; 
prescribing analysis 
¢ Financing ¢ Patient cost-sharing 


Regulatory ¢ Promotion controls ° Advertising spending limits 
° Prescribing controls ¢ Banning unsafe drugs and irrational 
combinations 
¢ Dispensing controls ¢ Limit on number of drugs per patient 


Source: adapted from table in [45] 


In addition to choosing proper activities, it is vital fo make the process of 
implementing them as smooth and as efficient as possible. Dialogue with and 
the cooperation of other interested parties such as universities, consumer groups 
and industry are essential to ensure the complementary nature of activities and 
to avoid conflicting messages which can result in the nullification of the invested 
efforts. 


6.3.2 MARKETING ACTIVITIES 


It is worthwhile to highlight an area of particular interest in the context of 
increasingly liberalized markets: Promotional activities and controls. 


Advertising and other promotional activities are normal components of 
commercial activity. With increasing liberalization of markets, it is not unusual 
for efforts by firms to influence the market to increase as well. But because drugs 
are unlike many other goods, their indiscriminate promotion is not acceptable 
on ethical grounds and guidelines for marketing practices have been developed 


[53]. 
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Economic considerations are also relevant. A theoretical debate exists as 
to whether advertising benefits consumers by making available more information 
and stimulating competition or whether it reinforces product cifferentiation and 
brand loyalties, thereby stifling price competition. Empirical studies seem to 
indicate that while retail pharmacy advertisements may lead to lower prices, 
drug firm promotions seem to reinforce brand loyalties [54]. 


There can be no doubt that the primary goal of promotional activities by 
firms is to stimulate pharmaceutical consumption by shaping or reshaping the 
“wants" of the market. However, the line between giving products visibility 
and promoting overconsumption may be too easily crossed in commercial 
environments focused on sales and profit objectives. The aggregate of 
pharmaceutical marketing budgets will usually far exceed what governments 
can spend publicizing appropriate drug consumption. If promotions for rational 
drug use are overwhelmed by marketing efforts coaxing both prescribers and 
patients to overconsume, what kind of value can be obtained by the former? 


Branding differentiates products based on both real and perceived 
differences and makes it difficult to draw useful comparisons for the purposes of 
rational selection. These and other aspects of pharmaceutical marketing can 
contribute to irrational drug use [55] and hence to the large social cost burden 
associated with these practices. 


The economic gains accrued through increased pharmaceutical sales 
stimulated by overzealous or inappropriate marketing practices are 
overwhelmingly offset by the societal cost of subsequent irrational drug use. 
Markets cannot ensure that drugs are used appropriately. The state and the 
consumers themselves must intervene in this area if health sector reform objectives, 
Particularly concerning quality and efficiency, are to be met. 


Given the impact on health and the magnitude of the social costs linked 
to the inappropriate use of drugs, serious reconsideration of policy regarding 
pharmaceutical marketing practices within a health sector reform process is 
warranted. The issue is not whether to eliminate promotion altogether, but 
rather, to determine how governments can best ensure that this does not 
contribute to irrational drug use so that the goals of the health sector can be 
attained. 


One possibility may be to link loosened government price controls with 
Stricter, well-enforced limits on both the extent and forms of promotion. This 
would require that advertising restrictions be fairly enforced through transparent 
processes. It would also imply the availability of adequate resources for 
monitoring and enforcement. Additionally, unbiased, information pertaining to 
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drugs, including new products, should be made widely available. If these 
conditions can be met, such an approach presents certain advantages: 


- a reduction of incentives to overconsume, leading to lower 
pharmaceutical expenditures and a reduced social cost burden; 


7 lowermarketing expenses which can be reflected in lower drug prices 
and can also reduce spending on drugs; 


Fy revenues generated from infraction penalties which can be redirected 
towards health budgets. 


It is worthwhile to consider that marketing restrictions may be preferable 
to strict price controls for the following reasons: 


7 Limiting competition based on advertising and perceptions will 
stimulate competition based on price and facts, whereas the control 
of prices risks stifling price competition. 


~ The enforcement of low prices does not necessarily stimulate rational 
use (or even lower overall expenditures); in fact, the opposite situation 
may arise. 


~ Control measures, be they of prices or of marketing, usually affect the 
entire population. With price control, the objective may be to increase 
affordability for the poor, but the result is that all people pay less, even 
those who could well afford to pay more. This situation is not necessarily 
positive. With marketing restrictions, the comprehensive nature of the 


benefits is clearly positive. 


A policy which establishes transparent and effective limits on promotion 
and advertising is synergistic with a generics strategy. In many countries, this 
may not imply the creation of new regulations, but rather better enforcement 
of what already exists. If implemented together, marketing controls and generics 
strategies can very effectively achieve a reduction in irrational drug use and its 
societal costs while stimulating competitive markets. 
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6.4 RECOMMENDATIONS AND CONCLUSIONS 


RATIONAL DRUG USE AND REFORM 


» Rational drug use begins before a drug is even selected, as it is promoted 
by all preventive health measures which reduce the need for drug 


consumption. 


Economic incentives exist in liberalized pharmaceutical markets which 
can drive overconsumption and inappropriate use of drugs. 


St 
Vv 


» Within health sector reform, the need to maximize the health benefits 
to society relative to drug expenditures links rational drug use to 
economic issues. 


» Regardless of economic considerations, efforts to improve rational drug 
use are fully warranted by ethical principles. 


COST-BURDEN OF IRRATIONAL Druc Use 


» The costs to society of inappropriate drug use are significant and may 
well exceed overall pharmaceutical expenditures. 


IMPROVING RATIONAL DRUG USE 


» Spending to improve rational drug use is a necessary social investment 
which should be incorporated within health sector reform. 


» To be effective, efforts to improve the appropriate use of 
pharmaceuticals must cover the public and private sectors. 


» Studies to determine the cost-effectiveness of specific interventions used 
to promote rational drug use are urgently required. 


MARKETING ACTIVITIES AND CONT ROR 


» Overzealous and inappropriate pharmaceutical marketing practices 
can result in irrational drug use and subsequent health and cost-burdens. 


» Governments have a role in ensuring that marketing practices do not 
contribute to improper drug use and lead to unnecessary social costs. 
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» Anapproach which combines well-defined, fairly enforced marketing 
restrictions with a generics policy can support competitive 
pharmaceutical markets while reducing irrational drug use and its 
societal costs. 
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CONCLUDING REMARKS 


Increasing pressures on health systems and significant changes in the 
macroeconomic landscapes of many countries are making reforms of health 
and pharmaceutical sectors imperative. It is no small challenge to dynamically 
reinvent health systems so as to improve equity, quality, and efficiency in the 
context of multiple and simultaneous demands and constraints. 


In the end, there are no blueprints for health and pharmaceutical reform, 
only guideposts. As such, reform is not so much a construction project as it is a 
journey; it does not produce arigid structure, but a malleable form—a sculpture. 
Each country must shape its reform in accordance to its health priorities and in 
consideration of its social and economic conditions, but invariably some 
common issues will arise. This document has sought both to identify certain 
guideposts and to open discussions concerning those shared issues which affect 
many countries in Latin America and the Caribbean. 


The review of several of the facets characterizing pharmaceutical and 
health sector reform has highlighted the important role that health economics 
can have in chiseling measures which maximize health benefits while efficiently 
allocating resources. But the sculpture itself should have should have a human 
dimension. Health sector reform, and pharmaceutical reform within it, need to 
be fundamentally concerned with the betterment of the human condition; with 
development models which seek to integrate social and economic objectives; 
and with the right of each individual, to quality, affordable health services. 
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ACRONYMS 


AIDS Acquired Immundeficiency Syndrome 
CHW community health worker 
DAP ~Action Programme on Essential Drugs 


(World Health Organization) 


EDC Essential Drugs Concept 

GAIT General Agreement on Tariffs and Trade 

GDP Gross Domestic Product 

GMP good manufacturing practices 

LAC Latin Arnerica and Caribbean 

NDP national drug policy 

NGO nongovernmental organization 

PAHO Pan American Health Organization 

STD sexually transmitted disease 

TRIPS Trade Related Aspects of Intellectual 
Property 

WB World Bank 
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